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Title  21 — rood  and  Dri  gs 

CHAPTER  I— FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 

EDUCATION,  AND  WELFARE 

SUBCHAPTER  A— GENERAL 

! RoccidUii'ation  IDo^'ket  Xo.  17;  D<x-ket  Xo. 

.  77N-OOa2| 

REORGANIZATION  AND  REPUBLICATION 

Tlie  Food  and  Drug  Administration 
(FDA)  Is  reorganizing  and  republishing 
all  of  Subchapter  A  of  the  general  regu¬ 
lations.  effective  March  22,  1977. 

The  Commissioner  of  Food  and  Drugs, 
for  the  purposes  of  establishing  an 
orderly  development  of  informative 
regulations  for  FDA.  furnishing  ample 
room  for  expansion  of  such  regulations 
in  years  ahead,  and  pro.iding  the  public 
and  affected  industries  with  regulations 
that  are  easy  to  find,  read,  and  under¬ 
stand,  has  initiated  a  recodification  pro¬ 
gram  for  Chapter  I  of  Title  21  of  the 
Code  of  Federal  Regulations. 

This  is  the  17th  and  final  document  in 
a  sei'ies  of  recodification  documents  tliat 
toolude  all  regulations  administered  by 
FDA;  'this  document  reorganizes  exist¬ 
ing  Parts  1  through  9  and  transfers 
§  200.18  from  Subchapter  C  to  reorga¬ 
nized  Subchapter  A.  Parts  1  through  99. 

The  following  table  shows  the  rela¬ 
tionship  of  the  Code  of  Federal  Regula¬ 
tions  under  former  section  numbers  un¬ 
der  Subchapter  A  and  the  new'ly  nssig;:ed 
numbers  under  the  subchaptcr: 


Old 

Section 
2.191  „ 
2.200 
2201  .. 
2.202  .. 

2.203  -- 

2.204 

2  205  .. 
2.206  -- 
2.207 
2  208  .. 
2.209 
2.300  .. 
2  301  .. 
2.902  .. 
2  303  -- 
2  304  .. 
2  305  -- 
2  306 

;  2.307  -- 
'  2  308  „ 
2  309  .. 

2.310  -- 

2.311  .. 
2312  -- 

2.313  .. 

2.314  .. 

2.315 

,  2.310  .. 
2317  .. 
2.318  .. 
2319  .. 
2.320  .. 

;  2  321  .. 

!  2  322  .. 
i  2  330  .. 
i  2  331  -- 
2.332  .. 

I  2  333 
2  334  .. 
2  33.1 

:  2.340  ... 


Neie 
Section 
12. 159 
13.  1 
13.  5 

13  10 
13.  15 
13.  20 

13.25 
13.  30 
13.  40 
13.45 

13.  50 

14.  1 
14.  40 
14.  55 
14.  5 

14.25 
14.  20 
14.  30 
14.  22 

14  31 
14.  39 
14.  33 
14.  35 
14.  29 
14.  60 
14.  61 
14.  70 
14.  75 
14.  65 
14.27 
14.  7 
14.  10 
14.  15 
14.  19 
14.80 
14.82 
14.  84 
14.86 
14  90 
14.95 
14.  100 


Old  New 

Section  Section 

3.13  _  2.25 

3.73 _  2.6 

3.89  _  2.  19 

j  3.700  _  2.  no 

:  4  1  .  20.  I 

I  4  2  _  20.2 

1  4.3  _  20.3 

I  4.20  _  20.20 

I  4.21  .  20.21 

'  4.22  .  20.22 

i  4.23  _  20.23 

:  4.24  _  .20.24 

'  4.25  _  20.25 

4  26  _  20.26 

4  27  .  20.27 

I  4  28  .  20.28 

4  29  _  20.  29 

4.30  _  20.30 

4  31- _  20.31 

4  32  .  20.  32 

4.40  .  20.40 

'  4  41  _  20.  41 

4  42  _  20.  42 

4  43  _  20.43 

4.44  .  20.44 

i  4  45  .  20.45 

I  4.46  .  20.46 

I  4.47  .  20.47 

i  4  48  .  20.48 

I  4.49  .  20.49 

4.50  _  20.50 

'  4.51  .  20.51 

!  4.52  .  20.52 

4.53  .  20. 53 

4.60  .  20. 60 

I  4.61  .  20.61 

i  4.62  .  20.02 

4.63  _  20.63 

I  4  64  .  20.64 

I  4  80  _  20.80 

4.81  .  20.81 


I  Old 
I  Section 

5.35  ... 

5.36  ... 

5.37  ... 
5  38  ... 

5.39  ... 

5.40  ... 
i  5.41  ... 
I  5.42  ... 
I  5.43  ... 

.  5  44  ... 

I  5.45 _ 

I  546  ... 

,  5.47  ... 

I  5  48  ... 
:  5.49  ... 

5.50  ... 

5.51  ... 
552  ... 
5.53  ... 

'  5.100  .. 
5.106  .. 
5.110'  _. 

:  5.115  .. 

I  6.1  - 


New 
Section 
5.  36 
5  25 
5  78 
5.  61 
5.  71 
5.  63 
5.  66 
5.  37 

5.86 

5.87 
5.  38 
5  89 
5.  46 
5.  90 
5.91 
5  92 
5.68 
5.  70 
5.26 
5.  100 
5.  105 

5  no 

5.  115 
25.  1 


6.2  ...^..  25.20 

6.3  .  25.25 

6  4  .  25. 5 

6.5  _  25.  10 

6  6  ...A..  25.30 

7.1  _  21.1 

7.3  -  21.3 

7.10  .  21.  10 

7.20  .  21.20 

7.21  .  21.21 

7.30  _  21.30 

7  31  .  21.31 

7.32  .  21.32 

7.33  .  21.33 

7  40  . -  21.40 

7.41  _  21.41 

7.42  _  21.42 


Old 

Section 

834  — 

835  ... 

8.36  ... 

8.37  ... 
18.50  — 

8.51  — - 
8  101  .. 
8.201  __ 
8.202  — 
8  206  „ 
8  242 
8  244  .. 
8.275  .. 
8.300  .. 
8  301  .. 

8.302 

8.303  -- 

8.304 

8.305  -- 
8.303  .. 
8.307  .. 
8  3(6  -- 
8  309 

8.310  .. 

8.311  „ 
8.313  .. 
8314 

8.315  .. 

8.316  .. 
3317  -- 
8318  — 

8.319 

8.320 

8.321  .. 
8  322  .. 
8  323  „ 
8  324  -- 
8.325  „ 
8  326  .. 
8501  .. 
8.502 


New 
Section 
70.  40 
70.  42 
70.60 
70.  65 
70.  19 
80.  10 
70.  5 
74.  302 
74.  250 
74.  101 
74.  303 
74.  340 
74. 705 
73.  1 
73.  275 
73.  90 
73.85 
73.  95 
73.  30 
73.  295 
73.  340 
73.  345 
73.  600 
73.615 
73.  500 
73.  250 
73.260 
73.  140 
73.  575 
73.  100 
73.  170 
73.50 
73.  160 
73.  40 
73.  315 
73.  450 
73.  300 
73.  200 
73.75 
81.  1 
81.  10 


1.1  _ 

1.  1  2.110 

12.  20 

2  352 

14  1">S 

4  R4 

90  R4 

7.45 . 

21.45 

8.510 

81.30 

1.1a 

1.23  i  2.111 

12.  21 

2.353 

14.  127 

4.85  _ 

20.85 

7.50  _ 

21.  50 

8.515 

81.  32 

1.1b 

1.20  2.112 

12.22 

2.354 

14.  130 

4  86  . 

20.  86 

1  7.51  . 

21.51 

8  4021 

— 

74.  1101 

1.1c  . 

1.24  2.113 

12.  24 

1  2  :260 

14.  140 

4.87  _ 

20.  87 

7.52  . 

21.52 

8  4022 

— 

74.  1102 

l.ld 

1.35  2  114 

12.26 

2  361 

14  142 

4.88  _ 

20  88 

7.53  _ 

21.53 

1  8.4023 

_ 

74. 1104 

l.le 

1.31  2.115 

12.  29 

2  362 

14.  145 

4.89  . 

20.  89 

7  54  _ 

21.  54 

1  8.4026 

_ 

74.  1045 

1.2  . 

1.3  2.116 

---- 

12.  30 

2.363 

14  147 

4.90  _ _ 

20.  90 

7.60 . 

21.  60 

1  8.4039 

_ 

74.  1109 

1.3  - 

1.21  2.11,7 

---- 

12  32 

2  3>34 

14.  155 

4.91  . 

20  91 

7.61  . 

21.61 

3  4069 

_ 

74,  1205 

1.4  - 

7.  12  ,  2  118 

12.  3.i 

2  370 

14.  160 

4.100 _ 

20.  100 

7  65  . 

21.65 

8.4070 

_ 

74.  1206 

15  - 

7.  13  '  2  119 

12.  37 

2.371 

14.  171 

4  101  _ 

20.  101 

7.70 _ 

21.  70 

8  4072 

_ 

74.  1208 

1.315 

---- 

1  83  2.120 

12  38 

2  372 

14.  174 

4102  _ 

20.  102 

7.71  . 

21.  71 

8.4102 

_ 

74.  1303 

1.316 

---- 

1.90  2.130 

12.  40 

2.373 

14.  172 

4.103  _ 

20.  103 

7.72  . 

21.  72 

8.4103 

_ 

74.  1304 

1.317 

---- 

1.91  2.131 

12.  45 

2  400 

15.  1 

4.104 _ 

20.  104 

7.73  . 

21.  73 

8  4104 

_ 

74.  1340 

1.318 

1.94  2.135 

---- 

12.50 

2  401 

15.  20 

4  105  _ 

20.  105 

7,74 

21.74 

8  4116 

_ 

74.  1317 

1.319 

---- 

1.95  2.140 

12.60 

2  402 

13.  21 

4.108 _ 

20.  106 

7  75  _ 

21.  75 

8  4125 

_ 

74. 1331 

1.320 

1.96  2.141 

12.  62 

2  403 

15.30 

4  107  _ 

20.  107 

1*8.1  _ 

70.  3 

8  4128 

_ 

74.  1334 

1.321 

1.97  i  2.142 

12.  70 

2  404 

15.  25 

4  108 _ 

20.  108 

8.2  _ 

70.  11 

8  4132 

_ 

74.  1339 

1.322 

---- 

1.99  2.143 

---- 

12.  75 

'  2  405 

15.40 

4J09  _ 

20.  109 

8  3  . 

70  10 

8  4152 

_ 

74. 1602 

1.700 

2.  10  2  144 

12.  78 

2  406 

_ 

13.  45 

4.110  _ 

20.  no 

8.4  _ 

71.  1 

8  4175 

_ 

74.  1705 

2.1  . 

10.  1  2.150 

12.  80 

2  500 

_ 

16  1 

4111  _ 

20.  Ill 

8.5  _ 

71,2 

8  4177 

_ 

74. 1707 

23  - 

10.3  2.151 

---- 

12  82 

2  501 

18.5 

4.112 _ 

20.  112 

8.6  . 

71  20 

8.4178 

_ 

74.  1707a 

24  . 

10.  10  2.152 

12.  83 

2  S02 

_ 

16  42 

4.113 _ 

20.  113 

8.7  _ 

71.  4 

8  4179 

_ 

74.  1708 

2.5  - 

10.20  '  2.153 

_ 

12.85 

2.505 

16.  40 

4.114 _ 

20.  114 

88  . 

71. 6 

8.4182 

_ 

74.  1711 

2.6  . 

10.25  1  2.154 

12.87 

2.506 

_ 

16.  42 

4.115  _ 

20.  115 

89  . 

71.  15 

8  6000 

_ 

73.  1001 

27  . 

10.30  2.155 

---- 

12.  89 

2.510 

_ 

16.22 

4.116  _ 

20.  116 

8.10  . 

71.  22 

8.6001 

_ 

73.  1200 

28  - 

10.33  :  2.156 

_ 

12.  90 

2.511 

_ 

16  24 

4.117 _ 

20. 117 

8.11  . 

70.  45 

8  6002 

_ 

73.  1085 

2.9  - 

10.  35  2  157 

---- 

12.  91 

'  2.512 

_ 

16.  60 

4  118  _ 

20.  118 

8  12  _ 

70.  51 

8.6003 

_ 

73.  1030 

2.10 

10.40  1  2.158 

_ 

12.92 

2.513 

16.80 

4.119  _ 

20.  119 

8.15  . 

71.25 

8  6004 

_ 

73  1095 

2.11 

10.45  '  2.159 

_ 

12.93 

1  2  514 

16  85 

5.}  . 

6.  1 

8  16 . 

70.  57 

8  6005 

_ 

73.  1.575 

2.12 

_ 

10.50  j  2.160 

_ 

12.94 

2.515 

_ 

16.  95 

5.20 . 

5.20 

8.17 . 

70  58 

8.6006 

_ 

73.  1400 

2  13 

10.65  2.161 

_ 

12.95 

2.518 

_ 

16.  119 

521  _ 

5.  30 

8.18  . 

71.  18 

8  6009 

73,  1100 

2.14 

10.60  '  2.162 

_ _ 

12.  96 

.  2.520 

_ 

16. 120 

5.22 . 

5.  45 

8.19  . 

71.30 

8.6010 

_ 

73.  1015 

2.15 

10.65  1  2.163 

_ 

12.97 

i  2  300 

_ 

19.  1 

6.23  . 

5.22 

8  22  . 

80.21 

8  6011 

_ 

73.  1010 

2  16 

.... 

10.70  2.164 

_ 

12.  98 

.  2.610 

_ 

19  5 

5.24  _ 

,5.  23 

8.23  _ 

80.  22 

8.6012 

73.  1070 

2.17 

10.75  1  2.165 

12.  99 

'  2611 

_ 

19.6 

5.25  . 

5.64 

8.24  . 

80.  37 

8.6013 

_ 

73. 1550 

2.18 

10.80  2.170 

_ 

12.  100 

2.612 

_ 

19.  10 

•526  . 

5.73 

8.25  . 

80.  38 

8  6014 

73.  1125 

2.19 

..... 

10.  86  1  2.171 

12.  105 

2  613 

_ 

19.21 

5  27  . 

5.76 

8.26  . 

80.  39 

8  6015 

_ 

73.  1075 

2.20 

10.90  1  2.172 

_ 

12.  no 

2  620 

_ 

19.  55 

5  28  . 

5.83 

8  27  . 

80.31  { 

8.6016 

--- 

73.  1150 

2.21 

10.95  2.173 

_ _ 

12.  115 

2.621 

_ 

19.  45  i 

5.29  _ 

5.  84 

8  28  . 

80. 34  1 

8.6017 

73. 1375 

2  22  . 

.... 

10.100  1  2.180 

_ _ 

12. 120 

2.700 

_ 

7.1 

5.30 . 

5.80 

8.29  . 

80  32  1 

8.6018 

_ 

73.  1025 

2.23  . 

10.  105  1  2.181 

_ 

12.  125 

2  703 

_ 

7.3  1 

531  . 

5.  82 

8.30 . 

80.  35 

8.7034 

_ 

74.  2104 

2  24  . 

_ 

10.110  j  2.182 

_ 

12. 130 

2.705 

_ 

7.84  i 

5  32  . 

5.  75 

8.31  . 

70. 20  1 

8.7061 

--- 

74.2151 

2.25  . 

10.  19  2  183 

_ 

12.  139 

2.706 

_ 

7.85  ' 

5.33  _ 

5.21 

8.32 . 

TO.  25 

8.7102 

_ 

74.  2208 

2  100 

.... 

12.  1  1  2.190  _ _ 

12. 140 

2.707 

i 

---- 

7.87  1 

5  34  . 

6.35 

8  33  . 

71.37 

8.7163 

— 

74.  2304 
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Old 

Section 

New 

Section 

1  Old 

I  Section 

New 

Section 

8.7179 

_ 

74.2317 

9.131 

---- 

82.  1708 

8.7192 

_ 

74.  2331 

9.133 

.... 

82. 1710 

8.7195 

--- 

74.  2334 

9.151 

_ 

82.  1306 

8.7201 

_ 

74. 2340 

9.152 

82.  1307 

8.7222 

74.  2602 

9.153 

_ 

82.  1308 

8.7223 

--- 

74.  2602a 

9.154 

82. 1309 

8.7255 

74.  2705 

9.155 

_ 

82.  1310 

8.7257 

--- 

74.  2707 

9.156 

82. 1311 

8.7258 

--- 

74. 2707a 

9.157 

---- 

82. 1312 

8.7259 

--- 

74  J2708 

9.158 

_ 

82. 1313 

8.7262 

_ 

74.2711 

1  9.162 

_ 

82.  1317 

8.8001 

_ 

73.  2575 

9.164 

---- 

82. 1319 

8.8002 

--- 

73.  2190 

9.166 

_ 

82.  1321 

8.8003 

_ 

73.  2400 

9.167 

_ 

82.  1322 

8fi004 

_ 

73.  2125 

9.172 

..... 

82. 1327 

8.8005 

_ 

73.  2150 

9.173 

---- 

82.  1328 

8.8006 

_ 

73.  2120 

9.175 

82.  1330 

8.8007 

73. 2725  1 

9.176 

_ _ 

82.  1331 

8.8008 

_ 

73. 2775  1 

9.178 

_ _ 

82.  1333 

8.8009 

_ 

73.  2250 

9.179 

82.  1334 

8.8010 

_ 

73.2180 

9.181 

---- 

82. 1336 

9.1 

82  3  i 

9.182 

82.  1337 

9.2  ... 

82.5  { 

9.201 

.... 

82. 1254 

9.3 

82.6  1 

9202 

82. 1255 

9.20 

82. 50  ' 

9.207 

_ 

82.  1260 

9.23  .. 

_ 

82. 203  1 

9.208 

---- 

82. 1261 

9.40 

_ 

82.  705 

9.214 

82. 1267 

9.41  .. 

--- 

82. 706  ! 

9.240 

_ 

82.  1104 

9.62 

82.  303 

9.242 

82.  1106 

9.63 

_ 

82. 304  1 

9270 

82.  1602 

9.80 

--- 

82.  101  1 

9.280 

82.  1051 

9.81  — 

82.  102 

9.300 

_ 

82.  2050 

9.100  _ 

82.  51 

9.301 

_ 

82.  2701a 

9.101  - 

82.  1050 

9.307 

_ 

82. 2707a 

9.103  . 

82.  1205 

9.400 

_ 

82.2201 

9.104  . 

82.  1206 

9  440 

_ 

82.2051 

•  130  . 

_ 

82. 1707  ; 

200.18 

2.  35 

The  chsinges  being  made  are  nonsub¬ 
stantive;  for  this  reason,  notice  and 
public  procedure  are  not  prerequisites  to 
this  promulgation.  For  the  convenience 
of  the  user,  the  entire  text  of  reorganized 
Bubchapter  A  is  set  forth  below. 

Dated;  March  14,  1977. 

Joseph  P.  Hilo, 
Associate  Commissioner 
for  Compliance. 

Subchapter  A — General 

Part 

1  General  regulations  for  the  enforcement 

of  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  and  the  Fair  Packaging  and 
Labeling  Act. 

2  General  administrative  rulings  and  de¬ 

cisions. 

S  Delegations  of  authority  and  organiza¬ 
tion. 

7  Enforcement  policy. 

10  Administrative  practices  and  procedxues. 

12  Formal  evidentiary  public  hearing. 

13  Public  hearing  before  a  public  board  of 

Inquiry. 

14  Public  hearing  before  a  public  advisory 

committee. 

16  P\jbllc  hearing  before  the  Commis¬ 
sioner. 

16  Regulatory  hearing  before  the  Pood  and 
Drug  Administration. 

19  Standards  of  conduct  and  conflicts  of 

Interest. 

20  Public  Information. 

21  Protection  of  privacy. 

25  Environmental  Impact  considerations. 

70  Color  additives. 

71  Color  additive  petitions. 

73  Listing  of  color  additives  exempt  from 

certification. 

74  Listing  of  color  additives  subject  to 

certification. 

80  Color  additive  certification. 


Part 

81  General  specifications  and  general  re¬ 

strictions  for  provisional  color  addi¬ 
tives  for  use  In  foods,  drugs,  and  cos¬ 
metics. 

82  Listing  of  certified  provisionally  listed 
colors  and  specifications. 

PART  1— GENERAL  REGULATIONS  FOR 
THE  ENFORCEMENT  OF  THE  FEDERAL 
FOOD,  DRUG,  AND  COSMETIC  ACT  AND 
THE  FAIR  PACKAGING  AND  LABELING 
ACT 

Subpart  A — General  Provisions 

Sec. 

1.1  General. 

1 .3  Definitions. 

Subpart  B — General  Labeling  Requirements 

1.20  Presence  of  mandatory  label  Informa¬ 

tion. 

1.21  Failure  to  reveal  material  facts. 
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Authority:  Secs.  4,  6,  80  Stat.  1297,  1299, 
1300,  secs.  403,  602,  701,  62  SUt.  1047,  1050, 
1054,  1055-1056  as  amended;  15  U.S.C.  1453. 
1455,  21  U.S.C.  343.  352,  362,  371,  unless 
otherwise  noted. 

Subpart  A — General  Provisions 

§  1.1  General. 

( a)  The  provisions  of  regulations  pro¬ 
mulgated  under  the  Federal  Food,  Elrug, 
and  Cosmetic  Act  with  respect  to  the 
doing  of  any  act  shall  be  ai^licable  also 
to  the  causing  of  such  act  to  be  done. 

lb)  The  definitions  and  interpreta¬ 
tions  of  terms  contained  in  section  201 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  shall  be  applicable  also  to  such  terms 
when  used  in  regulations  promulgated 
under  that  act. 

(c)  The  definition  of  “package”  in 
§  1.20  and  of  “principal  display  panel”  in 
S!  101.1,  201.60,  501.1,  701.10  and  801.60 
of  this  chapter;  and  the  requirements 
pertaining  to  uniform  location,  lack  of 
qualification,  and  separation  of  the  net 
quantity  declaration  in  SS  101.105(f). 
201.62(e).  501.105(f),  701.13(f)  and 

801.62(e)  of  this  chapter  to  type  size  re¬ 
quirements  for  net  quantity  declaration 
In  §5  101.105(1),  201.62(h),  501.105(1), 
701.13(r)  and  801.62(h)  of  this  chapter, 
to  initial  statement  of  ounces  in  the  dual 
declaration  of  net  quantity  in  §§  101.105 
(j)  and  (m),  201.62  (i)  and  (k),  501.105 
(J)  and  (m).  701.13  (j)  and  (m)  and 
801.62  (i)  and  (k)  of  this  chapter,  to  Ini¬ 
tial  statement  of  Inches  In  declaration 


of  net  quantity  in  55  201.62(m),  701.13 
(o)  and  801. 62  (m)  of  this  chapter,  to  ini¬ 
tial  statement  of  square  Inches  in  dec¬ 
laration  of  net  quantity  in  §§  201.62 (n), 
701.13(p)  and  801.62(n)  of  this  chapter, 
to  prohibition  of  certain  supplemental 
net  quantity  statements  in  §§  101.105(o). 
201.62(0),  501.105(0),  701.13(q)  and 

801.62(0)  of  this  chapter,  and  to  servings 
representations  in  §5  101.8  and  501.8  of 
this  chapter  are  provided  for  solely  by 
the  Fair  ■  Packaging  and  Labeling  Act. 
The  other  requirements  of  this  part  are 
issued  under  both  the  Fair  Packaging 
and  Labeling  Act  and  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  or  by  the  latter 
act  solely,  and  are  not  limited  in  their 
application  by  section  10  of  the  Fair 
Packaging  and  Labeling  Act. 

§  1.3  Dtimition^. 

<a)  Labeling  includes  all  written, 
printed,  or  graphic  matter  accompanying 
an  article  at  any  time  while  such  article 
is  in  interstate  commerce  or  held  for  sale 
after  shipment  or  delivery’  in  Interstate 
commerce. 

<b)  “Label”  means  any  display’  of 
written,  printed,  or  graphic  matter  on 
the  immediate  container  of  any  article, 
or  any’  such  matter  affixed  to  any  con¬ 
sumer  commodity  or  affixed  to  or  appear¬ 
ing  upon  a  package  containing  any  con¬ 
sumer  commodity. 

(Secs.  4,  6,  80  Stat.  1297,  1299,  1300,  secs.  403, 
602,  62  Stat.  1047,  1050,  1054;  15  U.S.C.  1453, 
1455,  21  UJ5.C.  343,  352,  362.) 

Subpart  B — General  Labeling 
Requirements 

§  1.20  I’re«eiire  of  tiiaiiilator>'  lalirl  in¬ 
formation. 

The  term  “package”  means  any  con¬ 
tainer  or  wrapping  in  w’hlch  any  food, 
drug,  device,  or  cosmetic  is  enclosed  for 
use  in  the  delivery  or  display  of  such 
commodities  to  retail  purchasers,  but 
does  not  include : 

(a)  Shipping  containers  oi  wrappings 
used  solely  for  the  transportation  of  any 
such  commodity  in  bulk  or  in  quantity 
to  manufacturers,  packers,  processors, 
or  wholesale  or  retail  distributors; 

(b)  Shipping  containers  or  outer 
wrappings  used  by  retailers  to  ship  or 
deliver  any  such  commodity  to  retail 
customers  if  such  containers  and  wrap¬ 
pings  bear  no  printed  matter  pertaining 
to  any  particular  commodity;  or 

(c)  Containers  subject  to  the  provi¬ 
sions  of  the  Act  of  August  3,  1912  (37 
Stat.  250,  as  amended;  15  U.S.C.  231- 
233) ,  the  Act  of  March  4.  1915  (38  Stat. 
1186,  as  amended;  15  U.S.C.  234-236), 
the  Act  of  August  31,  1916  (39  Stat.  673, 
as  Eunended;  15  U.S.C.  251-256),  or  the 
Act  of  May  21.  1928  (45  Stat.  635,  aa 
amended;  15  U.S.C.  257-257i). 

(d)  Containers  used  for  tray  pack  dis¬ 
plays  in  retail  establishments. 

(e)  Transparent  wrappers  or  contain¬ 
ers  which  do  not  bear  written,  printed, 
or  graphic  matter  obscuring  the  label 
information  required  by  this  part. 

A  requirement  contained  in  this  part 
that  any  word,  statement,  or  other 
information  appear  on  the  label  shall 
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not  be. considered  to  be  complied  with 
iinWo  such  word,  statement,  or  informa¬ 
tion  also  appears  on  the  outer  container 
or  wrapper  of  the  retail  package  of  the 
article,  or,  as  stated  In  paragraph  (e)  of 
this  section,  such  information  is  easily 
legible  by  virtue  of  the  transparency  of 
the  outer  wrapper  or  container.  Where  a 
consumer  commodity  is  marketed  in  a 
multiunit  retail  package  bearing  the 
mandatory  label  Information  as  required 
by  this  part  and  the  unit  containers  are 
not  intended  to  be  sold  separately,  the 
net  weight  placement  requirement  of 
§  101.105(f)  applicable  to  such  unit  con¬ 
tainers  is  waived  if  the  units  are  In 
compliance  with  all  the  other  require¬ 
ments  of  this  part. 

§  1.21  Failure  to  reveal  material  facts. 

(a)  Labeling  of  a  food.  drug,  device, 
or  cosmetic  shall  be  deemed  to  be  mis¬ 
leading  If  it  falls  to  reveal  facts  that 
are: 

(1)  Material  in  light  of  other  repre¬ 
sentations  made  or  suggested  by  state¬ 
ment,  word,  design,  device  or  any  com¬ 
bination  thereof;  or 

(2)  Materltd  with  respect  to  conse¬ 
quences  which  may  result  from  use  of 
the  article  under  (1)  the  conditions  pre¬ 
scribed  in  such  labeling  or  (11)  such 
conditions  of  use  as  are  customary  or 
usual. 

(b)  Affirmative  disclosure  of  material 
facts  pursuant  to  paragraph  (a)  of  this 
section  may  be  required,  among  other 
appropriate  regulatory  procedures,  by 

(1)  Regulations  in  this  chapter  pro¬ 
mulgated  pursuant  to  section  701(a)  of 
the  act;  or 

(2)  Direct  court  enforcement  action. 

(c)  Paragraph  (a)  of  this  section 
does  not: 

(1)  Permit  a  statement  of  differences 
of  opinion  with  respect  to  warnings  (in- 
clu(^g  contraindications,  precautions, 
adverse  reactions,  and  other  information 
relating  to  possible  product  hazards)  re¬ 
quired  in  labeling  lor  food,  drugs,  de¬ 
vices.  or  cosmetics  imder  the  act. 

(2)  Permit  a  statement  of  differences 
of  opinion  with  respect  to  the  effective¬ 
ness  of  a  drug  unless  each  of  Uie  opin¬ 
ions  expressed  is  supported  by  substan¬ 
tial  evidence  of  effectiveness  as  defined  hi 
sections  505(d)  and  512(d)  of  the  act. 

(Secs.  201(n),  403(a).  602  (a)  and  (f),  505, 
612,  602(a).  701(a).  62  Stat.  1041,  1047,  1050, 
1062-1063  as  amended  by  76  Stat.  781-786, 
1064-1056,  82  Stat.  343-851  (21  U.S.C.  821  (n), 
343 (a).  352  (a)  and  (f).  355,  360b,  362(a), 
871(a)).) 

§  1.23  PrtH*»'«lurrt<  for  rrqaestting  vuria* 
tion.<>  and  exeniplion^  from  required 
label  stiilemenl.H. 

Section  403(e)  of  the  act  (in  this  Part 
1,  the  term  “act”  means  the  Federal 
Food,  Drug,  and  Cosmetic  Act)  provides 
for  the  establishment  by  regulation  of 
reasonable  variations  and  exemptions 
for  small  packages  from  the  required 
declaration  of  net  quantity  of  ccoitents. 
Section  403(1)  of  the  act  provides  for  the 
establishment  by  regulation  of  exemp¬ 
tions  from  the  required  declaration  of 
Ingredients  where  such  declaration  is 
Impracticable,  or  results  in  deception  or 
unfair  competition.  Section  502(b)  of 
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the  act  provides  fm*  the  establishment  by 
regulation  of  reasonable  varlati(»s  and 
exemptions  for  smafi  packages  fnMn  the 
required  declaration  (tf  net  quantity  of 
cimtents.  Section  602(b)  of  the  act  pro¬ 
vides  for  the  establishment  by  regulation 
of  reasonable  variations  and  exemptions 
for  small  packages  from  the  required 
declaration  of  net  quantity  of  contents. 
Section  5(b)  of  the  PYilr  Packaging  and 
Labeling  Act  provides  for  the  establish¬ 
ment  by  regulation  of  exemptions  from 
certain  required  declarations  of  net 
quantity  of  contents.  Identity  of  cc»n- 
modlty.  Identity  and  location  of  manu¬ 
facturer,  packer,  or  distributor,  and  from 
declaratlcm  of  net  quantity  of  servings 
represented,  based  ml  a  finding  that  full 
compliance  with  such  required  declara¬ 
tions  is  impracticable  or  not  necessary 
fM*  the  adequate  protection  of  cMisumers, 
and  a  further  finding  that  the  nature, 
form,  or  quantity  of  the  packaged  con- 
sLuner  commodity  or  other  good  and  suf¬ 
ficient  reasons  jListify  such  exemptions. 
The  Commission,  on  his  own  Initiative 
or  on  petition  of  an  Interested  persMi, 
may  propose  a  vaiiaticm  m:  exemption 
based  upon  any  of  the  fmegoing 
statutory  provisions,  including  proposed 
findings  if  section  5(b)  of  the  Fair  Pack¬ 
aging  and  Labeling  Act  applies,  pursuant 
to  Parts  10.  12.  13.  14.  15.  16,  and  19  of 
this  chapter. 

§  1.24  Exemptions  from  required  label 
statements. 

The  following  exemptions  are  granted 
from  label  statements  required  by  this 
part: 

(a)  Foods.  (1)  While  held  for  sale,  a 
food  shall  be  exempt  from  the  required 
declaration  of  net  quantity  of  contents 
specified  in  this  part  If  said  food  Is  re¬ 
ceived  inHsulk  containers  at  a  retail  es¬ 
tablishment  and  is  accurately  weighed, 
measured,  or  counted  either  within  the 
view  of  the  purchaser  or  In  compliance 
with  the  purchaser’s  order. 

(2)  Random  foocL^packages,  as  defined 
In  S  101.105(J)  of  tnis  chapter,  bearing 
labels  declaring  net  weight,  price  per 
pound  or  per  specified  number  of  pounds, 
and  total  price  shall  be  exempt  from  the 
type  size,  dual  declaration,  and  place¬ 
ment  requirements  of  S  101.105  of  this 
chapter  if  the  accurate  statement  of  net 
weight  is  presented  conspicuously  on  the 
principal  display  panel  of  the  package. 
In  the  case  of  food  packed  in  random 
packages  at  one  place  for  subsequent 
shipment  and  sale  at  another,  the  price 
sections  of  the  label  may  be  left  blank 
provided  they  are  filled  In  by  the  seller 
prior  to  retail  sale.  This  exemption  shall 
also  apply  to  uniform  weight  packages 
of  cheese  and  cheese  products  labeled  in 
the  same  manner  and  by  the  same  t3q)e 
of  equipment  as  random  food  packages 
exempted  by  this  paragraph  (a)  (2)  ex¬ 
cept  that  the  labels  shall  bear  a  declara¬ 
tion  of  price  per  pound.and  not  price  per 
specified  number  of  pounds. 

(3)  Individual  serving-size  packages 
of  foods  containing  less  than  ^  ounce  or 
less  than  ^  fiuld  ounce  for  use  in  restau¬ 
rants,  Institutions,  and  passenger  car¬ 
riers,  and  not  Intended  for  sale  at  retail, 
shall  be  exempt  from  the  required  decla¬ 
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ration  of  net  quantity  of  contents  spec¬ 
ified  In  this  pai^ 

(4)  Individually  wrapped  pieces  of 
“penny  candy”  and  oth^  confectionery 
of  less  than  one-half  oimce  net  weight 
per  Individual  piece  shall  be  exempt 
from  the  labeling  requirements  of  this 
part  when  the  container  in  which  such 
confectionery  Is  shipped  is  in  cMiform- 
ance  with  the  labeling  requirements 
of  this  part.  Similsu'ly,  when  such  con¬ 
fectionery  items  are  sold  in  bags  or 
boxes,  such  items  shall  be  exempt  from 
the  labeling  requirements  of  this  part. 
Including  the  required  declaration  of  net 
quantity  of  contents  specified  in  this  part 
when  the  declaration  on  the  bag  or  box 
meets  the  requirements  of  this  part. 

(5) (1)  Soft  drinks  packaged  in  bottles 
shall  be  exwnpt  from  the  placement  re¬ 
quirements  for  the  statement  of  Identity 
prescribed  by  f  101.3  (a)  and  (d)  of  this 
chapter  If  such  statement  appears  con¬ 
spicuously  on  the  bottle  closure.  When 
such  soft  drinks  are  marketed  in  a  multi¬ 
unit  retail  package,  the  multiunit  retail 
package  shall  be  exempt  from  the  state¬ 
ment  of  Identity  declaration  require¬ 
ments  prescribed  by  §  101.3  of  this  chap¬ 
ter  if  the  statement  of  Identity  on  the 
unit  container  is  not  obscured  by  the 
multiunit  retail  package. 

(11)  A  multiunit  retail  package  for 
soft  drinks  shall  be  exempt  from  the 
declaration  regarding  name  and  place  of 
business  required  by  9  101.5  of  this  chap¬ 
ter  if  the  package  does  not  obscure  the 
declaration  on  imlt  containers  or  if  it 
bears  a  statement  that  the  declaration 
can  be  found  on  the  unit  containers  and 
the  declaration  on  the  unit  containers 
complies  with  9  101.5  of  this  chapter.  The 
declaration  required  by  9  101.5  of  thLs 
chapter  may  appear  on  the  top  or  side  of 
the  closLire  of  lK>ttled  soft  drinks  if  the 
statement  is  conspicuous  and  easily  legi¬ 
ble. 

(iii)  Soft  drinks  packaged  in  bottles 
which  display  other*  required  label  in¬ 
formation  only  on  the  closure  shall  be 
exempt  from  the  placement  require¬ 
ments  for  the  declaration  of  contents 
prescribed  by  9  101.105(f)  of  this  chap¬ 
ter  if  the  required  cMitent  declaration  is 
blown,  formed,  or  molded  into  the  sur¬ 
face  of  the  bottle  in  close  proximity  to 
the  closure. 

<iv)  Where  a  trademark  on  a  soft  drink 
package  also  serves  as,  or  is,  a  statement 
of  identity,  the  use  of  such  trademark  on 
the  package  in  lines  not  parallel  to  the 
base  on  which  the  package  rests  shall  be 
exempted  from  the  requirement  of 
9  101.3(d)  of  this  chapter  that  the  state¬ 
ment  be  in  lines  parallel  to  the  base  so 
long  as  there  is  also  at  least  one  state¬ 
ment  of  identity  in  lines  generally  par¬ 
allel  to  the  base. 

(6)  (i)  Ice  cream,  french  ice  cream. 
Ice  milk,  fruit  sherbets,  water  kes,  quies¬ 
cently  frozen  confections  (with  or  with¬ 
out  dairy  ingredients),  special  dietary 
frozen  desserts,  and  products  made  in 
semblance  of  the  foregoing,  when  meas¬ 
ured  by  and  packaged  in  -liquid  pint 
and  -gallon  measure-containers,  as  de¬ 
fined  in  the  “Measure  Container  Code  of 
National  Bureau  of  Standards  Handbook 
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44,”  are  exempt  from  the  requiremente  of 
§  101.105(b)  (2)  of  this  chi^ter  to  the  ex¬ 
tent  that  net  contents  of  8-fluld  ounces 
and  64-lluid  ounces  (or  2  quarts)  may  be 
expressed  as  ^  pint  and  Vz  gallcai, 
respectively. 

(ii)  The  foods  named  in  paragraph 
(a)(6)(i)  of  this  section,  when  meas¬ 
ured  by  and  packaged  in  1 -liquid  pint, 
1 -liquid  quart,  and  ^-gallon  measure- 
containers,  as  defined  in  the  “Measure 
Container  Code  of  National  Bureau  (tf 
Standards  Handbook  44,”  are  exempt 
from  the  dual  net-contents  declaration 
requirement  of  §  101.105(j)  of  this  chap- 
ter. 

(iii)  The  foods  named  in  paragraph 
(a)  (6)  (i)  of  this  section,  when  measured 
by  and  packaged  in  ^-liquid  pint, 
1-liquid  pint,  1-liquid  quart,  ‘/^-gallon, 
and  1 -gallon  measured-containers,  as 
defined  in  the  “Measure  Container  Code 
of  National  Biu'eau  of  Standards  Hand¬ 
book  44,”  are  exempt  frmn  the  require¬ 
ment  of  S  101.105(f)  of  this  chapter  that 
the  declaration  of  net  contents  be  located 
within  the  bottom  30  percent  of  the  prin¬ 
cipal  display  panel. 

(7)  (i)  Milk,  cream,  light  cream,  coffee 
or  table  cream,  whipping  cream,  light 
whipping  cream,  heavy  or  heavy  whip¬ 
ping  cream,  so\u'  or  cultiu*ed  sour  cream, 
half-and-half,  sour  or  cultured  half-and- 
half,  reconstituted  or  recombined  milk 
and  mUk  products,  concentrated  milk 
and  mnic  products,  skim  or  skimmed  milk, 
vitamin  D  mUk  and  milk  products,  forti¬ 
fied  milk  and  milk  products,  homogenized 
milk,  flavored  milk  and  milk  products, 
buttermilk,  cultured  buttermilk,  cultured 
milk  or  cultured  whole  buttermilk,  low- 
fat  milk  (0.5  to  2.0  percent  butterfat), 
and  acldifled  milk  and  mUk  products, 
when  packaged  in  containers  of  8-  and 
64-fluld-ounce  capacity,  are  exempt  from 
the  requirements  of  S  101.105(b)  (2)  ot 
this  chapter  to  the  extent  that  net  con¬ 
tents  of  8  fluid  ounces  and  64  fluid  ounces 
(or  2  quarts)  may  be  expressed  as  ^  pint 
and  gallon,  respectlvdiy. 

(ii)  The  products  listed  in  paragraph 
(a)  (6)  (i)  of  this  section,  when  packaged 
in  gdass  or  plastic  containers  of  ^-plnt, 
1-plnt,  1-quart,  Mi-gallon,  and  1-gaIlon 
capacities  are  exempt  from  the  place¬ 
ment  requirement  of  S  101.105(f)  of  this 
chapter  that  the  declaration  of  net  con¬ 
tents  be  located  within  the  bottom  30 
percent  of  the  principal  display  panel, 
provided  that  other  required  label  inf(H'- 
mation  is  conspicuously  displayed  on  the 
cap  or  outside  closure  and  the  required 
net  quantity  of  contents  declaration  is 
conspicuously  blown,  formed,  or  molded 
into  or  permanently  applied  to  that  part 
of  the  glass  or  plastic  container  that  is  at 
or  above  the  shoulder  of  the  container. 

(iii)  The  products  listed  in  paragraph 
(a)  (6)  (i)  of  this  section,  when  packaged 
in  containers  of  1-plnt,  l-quart,  and  V2- 
gallon  capacities  are  exempt  from  the 
dual  net-contents  declaration  require¬ 
ment  of  S  101.105(J)  of  this  chapter. 

(8)  Wheat  flour  products,  as  defined 
by  S§  137.105,  137.155,  137.160,  137.165, 
137.170,  137.175,  137.180,  137.185,  137.200, 
and  137.205  of  this  chapter,  packaged: 

(1)  In  conventional  2-,  5-,  10-,  25-, 
50-.  and  100-pound  packages  are  exempt 


from  the  plac^ent  requirement  of 
S  101.105(f)  of  this  chapter  that  the  dec¬ 
laration  of  net  contents  be  located  within 
the  bottom  30  percent  of  the  area  of 
the  principal  display  panel  of  the  label; 
and 

(ii)  In  conventional  2-poimd  packages 
are  exempt  from  the  dual  net-contents 
declaration  requirement  of  1 101.105(J) 
of  this  chapter  provided  the  quantity  of 
contents  is  expressed  in  poimds. 

(9)  (i)  Twelve  shell  eggs  packaged  in 
a  carton  designed  to  hold  1  dozen  eggs 
and  designed  to  permit  the  division  of 
such  carton  by  the  retail  customer  at  the 
place  of  purchase  into  two  portions  of 
one-half  dozen  eggs  each  are  exempt 
fnxn  the  labeling  requirements  of  this 
part  with  respect  to  each  pmrtion  of  such 
divided  cartem  if  the  carton,  v^en  un¬ 
divided,  is  in  conformance  with  the  label¬ 
ing  requirements  of  this  part. 

(ii)  Twelve  shell  eggs  packaged  In  a 
carton  designed  to  hold  1  dozen  eggs  are 
exempt  from  the  placement  requirements 
for  the  declaration  of  contents  pre¬ 
scribed  by  S  101.105  (f)  of  this  chapter 
if  the  required  content  declaration  is 
otherwise  placed  on  the  principal  dis¬ 
play  panel  of  such  cart(Mi  and  if,  in  the 
case  of  such  cartons  designed  to  per¬ 
mit  divisicMi  by  retafl  custmners  into  two 
portions  of  one-half  dozen  eggs  each, 
the  required  content  declaration  is 
placed  on  the  principal  display  pu^  In 
such  a  manner  that  the  context  of  the 
cemtent  declaration  is  destroyed  upon 
division  of  the  carton. 

(10)  Butter  as  defined  in  42  Stat.  1500 
(excluding  aiiipped  butter) : 

(i)  In  8-ounce  and  in  1-pound  pack¬ 
ages  is  exempt  fnxn  the  requironmts  of 
§  101.105(f)  of  this  chapter  that  the  net 
contents  declaration  be  plac^  within 
the  bottom  30  percent  of  the  area  of  the 
principal  display  panel; 

(11)  In  1-pound  packages  Is  exempt 
from  the  requirements  of  1 101.105(J)  (1) 
of  this  chapter  that  such  declaration  be 
in  terms  of  ounces  and  pounds,  to  per¬ 
mit  declaration  of  “1  pound”  or  “one 
pound”;  and 

(ill)  In  4-ounce.  8-oimce,  and  1 -pound 
packages  with  ccmtlnuous  label  copy 
wrapping  is  exempt  from  the  require¬ 
ments  of  §S  101.3  and  101.105(f)  of  this 
chapter  that  the  statement  of  identity 
and  net  cemtents  declaraticm  appear  in 
lines  generally  parallel  to  the  base  on 
which  the  package  rests  as  it  is  designed 
to  be  displayed,  provided  that  such  state¬ 
ment  and  declaration  are  not  so  posi¬ 
tioned  on  the  label  as  to  be  misleading 
or  difBcult  to  read  as  the  package  is  cus¬ 
tomarily  displayed  at  retail. 

(11)  Margarine  as  defined  in  §  166.110 
of  this  chapter  and  imitations  thereof  in 
1 -pound  rectangular  packages,  except 
for  packages  containing  whipped  or  soft 
margarine  or  packages  that  contain  more 
than  four  sticks,  are  exempt  from  the  re- 
quir^ent  of  S  101.105(f)  of  this  chapter 
that  the  declaration  of  the  net  quantity 
of  contents  appear  within  the  bottom  30 
percent  of  the  principal  display  panel 
and  from  the  requironent  of  !  101.105 (j) 
(1)  of  this  chapter  that  such  declaration 
be  expressed  both  in  ounces  and  in 
pounds  to  permit  declaration  of  “1 


pound”  or  “one  poimd,”  provided  an  ac¬ 
curate  statement  of  net  wdght  aK>ears 
conspicuously  cm  the  principal  display 
panti  of  the  package. 

(12)  Com  flour  and  related  products, 
as  they  are  defined  by  §S  137.211, 137.215, 
and  137.230  through  137.290  of  t^  chap¬ 
ter,  packaged  in  conventional  5-,  10-,  25-, 
50-,  and  100-pound  bags  are  exempt  from 
the  placement  requirement  of  S  101.105 
(f)  of  this  chapter  that  the  declaraticm 
of  net  contents  be  located  within  the 
bottexn  30  percent  of  the  area  of  the 
principal  display  panel  of  the  label. 

(13)  (i)  Single  strength  and  less  than 
single  strength  fruit  Juice  beverages, 
imitations  thereof,  and  drinking  water 
when  packaged  in  glass  or  plastic  con¬ 
tainers  of  ^-pint,  1-plnt,  1-quart,  V^- 
gallon,  and  1 -gallon  capacities  are 
exempt  from  the  placement  requirement 
of  S  101.105(f)  of  this  chapter  that  the 
declaration  of  net  contents  be  located 
within  the  bottom  30  percent  of  the  prin¬ 
cipal  display  panel:  Provided.  That  other 
reqiilred  labd  information  is  conspicu¬ 
ously  displayed  (m  the  cap  or  outside 
closure  and  the  required  net  quantity  of 
cemtents  declaration  Is  conspicuously 
blown,  formed,  or  molded  into  or  perma¬ 
nently  ai4>Ued  to  that  part  of  the  glass  or 
plastic  container  that  is  at  or  above  the 
shoulder  of  the  container. 

(ii)  Single  strength  and  less  than  sin¬ 
gle  strength  fruit  Juice  beverages,  imita¬ 
tions  thereof,  and  drinking  water  when 
packaged  In  glass,  plastic,  or  paper 
(fluid  milk  tsrpe)  containers  of  1-pint, 
1-quart,  and  ^^-gallon  capacities  are 
exempt  from  the  dual  net-contents  dec¬ 
laration  requirement  of  { 101.105 (J)  of 
this  chapter. 

(ill)  Single  strength  and  less  than 
single  strength  fruit  Juice  beverages,  imi¬ 
tations  thereof,  and  drinking  water  when 
packaged  in  glass,  plastic,  or  paper  (fluid 
milk  type)  containers  of  8-  and  64-fluld- 
ounce  capacity,  are  exempt  frmn  the  re¬ 
quirements  of  S  101.105(b)  (2)  of  this 
chapter  to  the  extent  that  net  contents 
of  8  fluid  ounces  and  64  fluid  ounces  (or 
2  quarts)  may  be  expressed  as  ^  pint  (or 
half  pint)  and  ^  gallon  (or  half  gal¬ 
lon),  respectively. 

_  ( 14)  The  unit  containers  in  a  multi- 
i^t  or  multicomponent  retail  food 
package  shall  be  exempt  from  com¬ 
pliance  with  the  requirements  of 
section  403(g)  (2),  (1)  (2),  and  (k)  of  the 
act  with  respect  to  the  requirements  for 
label  declaration  of  ingredients  when  (i) 
the  multiunit  or  multicomponent  retail 
food  package  labeling  meets  all  the  re¬ 
quirements  of  this  part;  (ii)  the  unit  con¬ 
tainers  are  securely  enclosed  within  and 
not  intended  to  be  separated  from  the  re¬ 
tail  package  under  conditions  of  retail 
sale;  and  (iii)  each  unit  container  is 
labeled  with  the  statement  “This  Unit 
Not  Labeled  For  Retail  Sale”  in  t3T>e  size 
not  less  than  one-sixteenth  inch  in 
height,  and  each  multiunit  or  multicom¬ 
ponent  package  principal  display  panel 
is  labeled  with  the  statement  “Inner 
Units  Not  Labeled  For  Retail  Sale”  in 
type  size  not  smaller  than  the  minimum 
type  size  required  for  the  declaration  of 
net  quantity  of  contents  by  §  101.105  of 
this  chapter. 
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(b)  Drugs.  Liquid  over-the-counter 
veterinary  preparations  Intended  for  in¬ 
jection  shall  be  exempt  from  the  decla¬ 
ration  of  net  quantity  of  contents  in 
terms  of  the  U.S.  gallon  of  231  cubic 
inches  and  quart,  pint,  and  fluid-oimce 
subdivisions  thereof  as  required  by 
S  201.62(b).  (i),  and  (j)  of  this  chapter, 
and  from  the  dual  declaration  require¬ 
ments  of  §  201.62(1)  of  this  chapter,  if 
such  declaration  of  net  quantity  of  con¬ 
tents  is  expressed  in  terms  of  the  liter 
and  milliliter,  or  cubic  centimeter,  with 
the  volume  expressed  at  68*  P  (20*  C) . 

(c)  Cosmetics.  Cosmetics  in  pack¬ 
ages  containing  less  than  one-fourth 
ounce  avoirdupois  or  one-eighth  fluid 
ounce  shall  be  exempt  from  compliance 
with  the  requirements  of  section  602(b) 
(2)  of  the  Federal  Pood,  Drug,  and  Cos¬ 
metic  Act  and  section  4(a)  (2)  of  the 
Fair  Packaging  and  Labeling  Act; 

( 1 )  When  such  cosmetics  are  afflxed  to 

a  display  card  labeled  In  conformance 
with  all  labeling  requirements  of  this 
part;  or  ^ 

(2)  When  such  cosmetics  are  sold  at 
retail  as  part  of  a  cosmetic  package  con¬ 
sisting  of  an  inner  and  o.uter  container 
and  the  Inner  container  is  not  for  sepa¬ 
rate  retail  sale  and  the  outer  container 
Is  labeled  in  conformance  with  all  label¬ 
ing  reqiilrements  of  this  part. 

8  1>31  Package  sice  savings. 

Any  food,  drug,  cosmetic,  or  device 
that  bears  on  the  label  or  labeling  a  rep¬ 
resentation  that  the  consumer  commod¬ 
ity  is  being  offered  at  a  lower  price  per 
unit  of  weight,  measure,  or  count  be¬ 
cause  of  economy  resulting  from  the  size 
of  the  container  or  quantity  of  its  con¬ 
tents  is  subject  to  the  following  condi¬ 
tions: 

(a)  The  container  may  bear  a  repre¬ 
sentation  of  economy  by  virtue  of  its  size 
(for  example,  "economy  size,”  “economy 
pack,”  "big  value,”  “thrifty  pack,”  “bar¬ 
gain  size,”  “budget  pack,”  etc.)  only  if: 

(1)  The  sponsor  of  the  economy  size 
promotion  at  the  same  time  offers  the 
same  brand  of  that  cmnmodity  in  at  least 
one  other  packaged  size  or  labeled  form. 

(2)  Only  one  packaged  or  labeled  form 
of  that  brand  of  commodity  is  labeled 
with  an  “economy  size”  representation. 

(3)  The  sponsor  of  the  econ<xny  size 
promotion  and  all  subsequent  levels  of 
c(xnmerce  sell  the  commodity  labeled 
with  an  “econmny  size”  representation 
at  a  price  per  imit  of  weight,  volume, 
meastire,  or  count  which  is  substantially 
reduced  (i.e.,  at  least  5  percent)  from  the 
actual  price  of  all  other  packaged  or 
labeled  tmits  of  the  same  brand  of  that 
commodity  offered  simultaneously. 

(b)  The  sponsor  of  the  economy  size 
promotion  and  all  subsequent  levels  of 
commerce  such  as  wholesalers  and  Job¬ 
bers  shaU  maintain  for  at  least  1  year 
Invoices  or  other  records  showing  that 
the  wholesale  price  per  unit  of  weight, 
measure,  or  count  in  the  economy  size 
package  is  such  that  the  retailm  can 
sell  the  econ(Hny  size  container  at  a  slg- 
niflcantly  lower  price  per  unit. 

(Sec.  t.  80  Stot.  1888;  16  UA.C.  1454.) 


§  1.35  “OnU-olT,”  or  other  ing»  rep¬ 
resentations. 

Any  food,  drug,  cosmetic,  or  device 
that  bears  on  the  label  or  labeling  a 
representation  that  the  consumer  com¬ 
modity  is  being  offered  for  retail  at  a 
reduction  in  retail  price  is  subject  to  the 
following  conditions:  Provided,  fiotoever. 
That  such  conditions  do  not  apply  to  any 
such  savings  representations  initiated 
by  persmis  who  do  not  manufacture, 
package,  or  import  such  commodities  and 
who  do  not  prescribe  or  specify  by  any 
means  the  manner  in  which  such  com¬ 
modities  are  packaged  or  labeled  by  a 
manufacturer,  packager,  or  importer; 

(a)  A  "cents-off,”  or  other  savings 
representation  that  states  or  implies  a 
reduction  in  the  ordinary  and  customary 
retail  price  may  be  used  by  a  manufac¬ 
turer,  packer,  distributor,  or  retailer, 
hereinafter  known  as  the  sponsor.  Ini¬ 
tiating  such  promotion  only  if: 

( 1 )  An  ordinary  and  customary  selling 
price  of  such  consumer  c<xnmodity  has 
been  established  at  the  retail  level. 

(2)  The  sponsor’s  selling  price  and  the 
selling  price  at  all  subsequent  levels  of 
commerce  such  as  wholesiders  and  Job¬ 
bers  has  been  reduced  by  at  least  the 
savings  differential  represented  on  the 
package  labeling,  and 

(3)  The  sponsor  and  all  subsequoit 
levels  of  commerce  keep  and  maintain 
Invoices  or  other  records  for  each  pro¬ 
motion  and  for  all  successive  promotions 
which  occur  within  a  12-month  period 
for  at  least  1  year  subsequent  to  the  end 
of  the  year  (cidendar,  fiscal,  or  market) 
In  which  the  promotion  occurs  in  order 
to  show  that  the  Invoice  cost  tp  the  re¬ 
tailer  has  been  reduced  In  an -amount 

^suffleient  to  enable  the  retailer  to  pass 
the  savings  on  to  the  purchaser. 

(b)  (1)  Each  “cente-off”  price  reduc¬ 
tion  representation  Imprinted  on  the 
package  or  label  shall  be  limited  to  a 
phrase  which  reflects  that  the  price 
marked  by  the  retailer  represents  the 
savings  In  the  amoimt  of  the  “cents-off’’ 
the  retailer’s  regular  price,  e4f.,  “Price 

Marked  Is _ Cents  Off  the  Regular 

Price,”  “Price  Marked  Is _ Cents-Off 

the  Regular  Price  of  This  Package; ”  Pro¬ 
vided,  The  package  or  label  may  in  addi¬ 
tion  bear  in  the  usual  pricing  spot  a  form 
reflecting  a  space  for  the  regular  price, 
the  represented  “cents-off,”  and  a  space 
for  the  price  to  be  paid  by  the  consumer. 
The  sponsor  who  sells  the  commodity  at 
retail  shall  display  the  regular  price, 
clearly  and  conspicuously  designated  as 
“regular  price,”  on  the  package  or  label 
of  the  commodity  or  on  a  sign,  placard, 
or  shelf-marker  placed  In  a  position  con¬ 
tiguous  to  the  retail  display  of  the  “cents- 
off”  marked  commodity.  The  sponsor 
who  does  not  sell  at  retail  shall  provide 
the  retailer  with  a  sign,  placard,  shelf- 
marker,  or  other  device  for  the  purpose 
of  clearly  and  conspicuously  displaying 
the  retailer’s  regular  price,  designated 
as  “regular  price,”  tax  a  position  con¬ 
tiguous  to  the  “cents-off”  marked  com¬ 
modity. 

(2)  Other  savings  representations 
which  appear  on  the  label  or  labd^ 
of  a  package.  c.g..  “bonus  offer.”  “two- 


for-one  sales,”  “one-cent  sales,”  etc.,  are 
subject  to  the  provisicxis  of  this  section. 
Due  to  the  infinite  variety  and  scope  of 
such  promotions,  the  label  format  of 
such  representations  may  differ  from 
that  set  forth  in  paragraph  (b)  (1)  of 
this  section  for  “cents-off”  promotions; 
however,  such  representations  shall  in¬ 
clude  all  material  facts  relative  to  the 
offer  and  shall  in  no  way  be  misleading 

(3)  For  the  purposes  of  this  section, 
the  terms  “ordinary  and  customary”  and 
"regular”  when  used  with  the  term 
“price”  mean  the  price  at  which  a  con¬ 
sumer  commodity  has  been  openly  and 
actively  sold  in  the  most  recent  and  regu¬ 
lar  course  of  business  in  a  particular 
retail  outlet  or  a  trade  area  for  a  rea¬ 
sonably  substantial  period  of  time  (at 
least  30  days) .  For  consumer  commodi¬ 
ties  that  fluctuate  in  price,  the  ordinary 
and  customary  price  shall  be  the  lowest 
price  at  vdiich  any  substantial  sales  were 
made  during  said  30  days. 

(c)  Shipments  of  consumer  commodi¬ 
ties  bearing  "cents-off,"  or  other  savings 
representations  to  a  given  geographic 
trade  area  made  by  the  sponsor  4nltl- 
ating  such  promotion  shall  be  in  no 
greater  volume  than  50  perc^t  of  the 
total  units  of  that  identical  consumer 
commodity  distributed  in  the  same  geo¬ 
graphic  trade  area  during  any  period  of 
12  consecutive  months  comprising  a  cal¬ 
endar,  fiscal,  or  market  srear. 

(d)  The  “cents-off,”  or  other  savings 
promotion  may  not  be  employed  by  a 
sponsor  on  consumer  commodities  for 
distribution  to  a  specific  geographic  trade 
area  until  after  1  month  has  elapsed 
since  their  last  distribution  of  that  Iden¬ 
tical  consumer  cmnmodlty  bearing  a  sav¬ 
ings  representation  to  the  same  geo¬ 
graphic  trade  area.  The  number  of  such 
promotions  for  that  Identical  consumer 
commodity  that  may  occur  within  a  12- 
month  period  comprising  a  calendar,  fis¬ 
cal.  or  market  year  shall  not  exce^  a 
total  of  six  with  no  more  than  three  of 
any  one  type  or  kind  (e.g.,  “cents-off,” 
“bonus  offer,”  “two-for-one  sale,”  “1- 
cent  sale.”  etc.),  and  the  total  period 
of  time  for  all  such  promotions  shall  not 
exceed  6  months  within  that  12-month 
period. 

(e)  A  newly  developed  consumer  com¬ 
modity.  one  which  has  been  changed  In 
a  funcricmally  significant  respect,  m*  one 
which  is  newly  introduced  Into  a  given 
.geograi^lc  trade  area  may  be  the  sub¬ 
ject  of  an  "introductory  offer”  type  pro¬ 
motion.  Such  offers  are  not  considered 
subject  to  the  provisl<His  of  paragraphs 
(a)  through  (d)  of  this  section,  provided: 

(1)  Each  such  labeled  offer  is  clearly 
and  conspicuously  qualified  with  the 
phrase  “Introductory  Offer,”  and 

(2)  If  the  introductory  offer  promo¬ 

tion  is  in  the  form  of  a  “cents-off”  repre¬ 
sentation,  each  such  labeled  offer  shall 
include  clearly  and  conspicuously  in  im¬ 
mediate  conjunction  therewith  the 
phrase  " _ Cents  Off  the  After-Intro¬ 

ductory-Offer  Price”;  and 

(3)  Labeled  representations  do  not 
exceed  a  period  of  6  months  duration. 

Any  subsequent  price  reduction  promo¬ 
tion  of  the  consumer  commodity  is  snb- 
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ject  to  the  provisions  of  paragraphs  (a) 
through  (d)  of  this  section  and  shall  be 
preceded  by  the  30-day  period  required 
for  a  determination  of  the  ordinary  and 
customary  selling  price  in  that  retail  es¬ 
tablishment.  At  the  time  of  making  the 
introductory  offer  promotion,  the  spon¬ 
sor  must  intend  in  good  faith  to  offer 
the  commodity  alone,  immediately  fol¬ 
lowing  the  introductory  offer  promotion, 
for  a  reasonably  substantial  period  of 
time  •at  least  30  days)  at  the  anticipated 
after-introductory-offer  price.  The  spon¬ 
sor  of  the  introductory  offer  promotion 
and  all  subsequent  levels  of  commerce 
shall  sell  the  commodity  at  a  reduction 
from  their  anticipated  after-introduc¬ 
tory-offer  price  which  reduction  shall  be 
at  least  equal  to  the  savings  differential 
represented  on  the  package  or  labeling. 
The  sponsor  and  all  subsequent  levels  of 
commerce  shall  maintain  invoices  and 
records  for  at  least  1  year  subsequent 
to  the  end  of  the  year  (calendar,  fiscal, 
or  market)  in  which  such  introductory 
offer  occurs. 

(Secs  5.  6.  80  Stat.  1293-1300;  16  UJS.C.  1454- 
1455.1 

Subparts  C  and  D — [Reserved] 
Subpart  E — Imports  and  Exports 
§  1 .83  Definitions. 

For  the  purposes  of  regulations  pre¬ 
scribed  under  section  801  (a),  (b>,  and 
(c)  of  the  Federal  Food.  Drug,  and  Cos¬ 
metic  Act: 

(a)  The  term  "owner”  or  “consignee” 
means  the  person  who  has  the  rights  of 
a  consignee  under  the  provisions  of  sec¬ 
tions  483,  484,  and  485  of  the  Tariff  Act 
of  1930,  as  amended  (19  U.S.C.  1483, 
1484, 1485). 

(b)  The  term  “district  director”  means 
the  directm*  of  the  district  of  the  Food 
and  Drug  Administration  having  Juris¬ 
diction  over  the  port  of  entry  through 
which  an  article  is  imported  or  <^ered 
for  import,  or  such  officer  of  the  district 
as  he  may  designate  to  act  in  his  behalf 
in  administering  and  enforcing  the  pro¬ 
visions  of  section  801  (a),  (b),  and  (c). 

§  1 .90  Notice  of  sampling. 

When  a  sample  of  an  article  offered  for 
Import  has  beoi  requested  by  the  district 
director,  the  collector  of  customs  having 
jurisdiction  over  the  article  shall  give  to 
the  owner  or  consignee  prompt  notice  of 
delivery  of,  or  intuition  to  deliver,  such 
sample.  Upon  receipt  of  the  notice,  the 
owner  or  consignee  shall  hold  such  ar¬ 
ticle  and  not  distribute  it  imtll  further 
notice  from  the  district  director  m*  the 
collector  of  customs  of  the  results  of 
examination  of  the  sample. 

§1.91  Payment  for  samples. 

The  Food  and  Drug  Administration 
will  pay  for  all  import  samples  which  are 
found  to  be  in  compliance  with  the  re¬ 
quirements  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act.  Billing  for  reim¬ 
bursement  should  be  made  by  the  owner 
or  consignee  to  the  Food  and  Drug  Ad¬ 
ministration  district  headquarters  in 
whose  teiTit(M7  the  shipment  wtis  offered 
for  impmi..  Payment  for  samples  will 


not  be  made  if  the  article  is  found  to  be 
in  violation  of  the  act,  even  thouidi 
sequently  brought  into  compliance  under 
the  terms  of  an  authorlzatkm  to  bring 
the  article  into  compliance  or  rendered 
not  a  food,  drug,  device,  or  cosmetic  as 
set  forth  in  §  1.95. 

§  1.94  Hearing  on  refusal  of  admission. 

(a)  If  it  appears  that  the  article  may 
be  subject  to  refusal  of  admission,  the 
district  director  shall  give  the  owner  or 
consignee  a  written  notice  to  that  effect, 
stating  the  reasons  therefor.  Hie  notice 
shall  specify  a  place  and  a  period  of  time 
during  which  the  owner  or  consl^ee 
shall  have  an  opportunity  to  introduce 
testimony.  Upon  timely  request,  giving 
reasonable  grounds  therefor,  such  time 
and  place  may  be  changed.  Ekich  testi¬ 
mony  shall  be  ccxifined  to  matters  rde- 
vant  to  the  admissibility  of  the  article, 
and  may  be  introduced  (H-ally  or  in 
writing. 

(b)  If  such  owner  or  consignee  sub¬ 
mits  or  indicates  his  lntenti(Hi  to  sub¬ 
mit  an  application  for  authorization  to 
relabel  or  perform  other  action  to  bring 
the  article  into  compliance  with  the  act 
or  to  render  it  otho:  than  a  food,  drug, 
device,  or  cosmetic,  such  testimcmy  shall 
Include  evidence  in  support  of  such  ap- 
pllcatimi.  If  such  application  is  not 
submitted  at  or  prior  to  the  hearing,  the 
district  director  shall  specify  a  time 
limit,  reasonable  in  the  light  (k  the  cir¬ 
cumstances,  for  filing  such  applicaticm. 

§  1.95  Application  for  authorization  to 
relabel  and  recondition. 

Application  for  authorization  to  r^abel 
or  p^orm  other  actitm  to  bring  the  ar¬ 
ticle  into  compliance  with  the  act  or  to 
render  it  other  than  a  food,  drug,  device 
or  cosmetic  may  be  filed  only  by  the 
owner  or  ccmsignee,  and  shall: 

(a)  Ctmtain  detailed  proposals  for 
bringing  the  article  into  compliance 
with  the  act  or  rendering  it  other  than 
a  food.  drug,  device,  or  cosmetic. 

(b)  Specify  the  time  and  place  where 
such  operations  will  be  carried  out  and 
the  apixoximate  time  for  their  com- 
idetlon. 

§  1.96  Granting  of  authorization  to  re¬ 
label  and  recondition. 

(a)  When  authorization  contemplated 
by  S  1-85  is  granted,  the  district  director 
shall  notify  the  applicant  in  writing, 
specifying: 

(1)  The  procedure  to  be  followed; 

(2)  The  disposition  of  the  rejected 
articles  or  portions  thereof ; 

(3)  That  the  operations  are  to  be 
carried  out  imder  the  supervision  of  an 
officer  of  the  Food  and  Drug  Administra¬ 
tion  or  the  Bureau  of  Chistoms,  as  the 
case  may  be; 

(4)  A  time  limit,  reasonable  in  the 
light  of  the  circumstances,  for  comple¬ 
tion  of  the  operations;  and 

(5)  Such  other  conditions  as  are 
necessary  to  maintain  adequate  super¬ 
vision  and  control  over  the  article. 

(b)  Upon  receipt  of  a  written  request 
for  extension  of  time  to  complete 
such  (^rations,  containing  reasonable 
grounds  therefor,  the  district  director 


may  grant  such  additional  time  as  he 
deems  necessary. 

(c)  An  authorization  may  be  amended 
upon  a  showing  of  reasonable  groimds 
therefor  and  the  filing  of  an  amended 
application  for  authorization  with  the 
district  director. 

(d)  If  ownership  of  an  article  covered 
by  an  authorization  changes  before  the 
operations  specified  in  the  authorization 
have  been  completed,  the  original  owner 
will  be  held  responsible,  unless  the  new 
owner  has  executed  a  bond  and  obtained 
a  new  authorization.  Any  authorization 
granted  under  this  section  shall  super¬ 
sede  and  nullify  any  previously  granted 
authorization  with  respect  to  the  article. 

§  1 .97  Bunds. 

(a)  The  bonds  required  under  section 
801(b)  of  the  act  may  be  executed  by 
the  owner  or  consignee  on  the  apprt^ri- 
ate  form  of  a  customs  single-entry  or 
term  bond,  containing  a  condition  for 
the  redelivery  of  the  merchandise  or  any 
part  thereof  upon  demand  of  the  collector 
of  customs  and  containing  a  provision  for 
the  performance  of  conditions  as  may 
legally  be  imposed  for  the  relabeling  or 
other  action  necessary  to  bring  the 
article  into  compliance  with  the  act  or 
rendering  it  other  than  a  food,  drug,  de¬ 
vice,  or  cosmetic,  in  such  manner  as  is 
prescribed  for  such  bond  in  the  customs 
regulations  in  force  on  the  date  of  re¬ 
quest  for  authorization.  Hie  bond  shall 
be  filed  with  the  collector  of  customs. 

(b)  The  coUector  of  customs  may 
cancel  the  liability  for  liquidated  dam¬ 
ages  incurred  under  the  above-men- 
tirnied  provlsi<ms  of  such  a  bond,  if  he 
receives  an  application  for  relief  there¬ 
from,  upon  the  payment  of  a  lesser 
amoimt  or  upon  such  other  terms  and 
conditions  as  shall  be  deemed  m^ropri- 
ate  under  the  law  and  in  view  of  the 
circumstances,  but  the  collector  shall  not 
act  under  this  regulatkm  in  any  case 
unless  the  district  director  is  in  full 
agreement  with  the  action. 

§  1.99  Costs  chargeable  in  connection 
with  relabeling  and  reconditioning 
inadmissible  imports. 

The  cost  of  supervising  the  relabeling 
or  other  acticm  in  connection  with  an 
import  of  food,  drugs,  devices,  or 
cosmetics  which  falls  to  comidy  with 
the  Federal  Food.  Drug,  and  Cos¬ 
metic  Act  shall  be  pcdd  by  the  owner 
or  consignee  who  files  an  iq^dicathHi  re¬ 
questing  such  action  and  executes  a 
bond,  pursuant  to  sectimi  801(b)  of  the 
act.  as  amended.  The  cost  of  such  super¬ 
vision  shall  Include,  but  not  be  restricted 
to,  the  following: 

(a)  Travel  expenses  of  the  supervising 
officer. 

(b)  diem  in  lieu  ol  subsistence  of 
the  supervising  officer  when  away  from 
his  home  station,  as  provided  by  law. 

(c)  The  charge  for  the  services  of  the 
supervising  officer,  which  shall  include 
administrative  suwort,  shall  be  com¬ 
puted  at  a  rate  per  hour  equal  to  266  per¬ 
cent  of  the  hourly  rate  of  regular  pay  of 
a  grade  OS-1 1/4  ^ployee,  except  that 
such  services  pterformed  by  a  customs 
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officer  and  subject  to  the  provisions  of 
the  act  of  February  13. 1911.  as  amended 
(sec.  5.  36  Stat.  901,  as  amended  (19 
U.S.C.  267) ) ,  shall  be  calculated  as  pro¬ 
vided  in  that  act. 

(d)  The  charge  for  the  service  of  the 
analyst,  which  shall  include  administra¬ 
tive  and  laboratory  support,  shall  be 
computed  at  a  rate  per  hour  equal  to 
266  percent  of  the  hourly  rate  of  regular 
pay  of  a  grade  08-12/4  employee.  Hie 
rate  per  hour  equal  to  266  percent  of  the 
equivalent  hourly  rate  of  regular  pay  of 
the  supervising  officer  (06-11  ^4)  and  the 
analyst  (08-12/ 4)  is  computed  as  fol¬ 
lows: 

Hoiirg 

Gross  number  of  workiii);  hourr<  In  Ti'.: 

40-hr  weeks _ 2,  OsO 

Less : 

9  legal  public  bolidays — New  Years 
Day,  Washington's  Hlrtbilny,  Me¬ 
morial  Day,  Indei)endence  Day, 

Labor  Day,  Columbus  Day,  Vet- 
erns  Day,  Thanksgiving  Day, 


and  Christmas  i)ay _  _  "2 

Annual  leave — 20  d _  2t»8 

SUk  leave— 13  d _ _ _  104 

Total  _  384 

Net  number  of  working  hours _ 1,  090 

Gross  number  of  working  hours  in  52 

40-hr  weeks _ 2,  OSO 

Working  hour  equivalent  of  Government 
contributions  for  emidoyee  retirement, 
life  insurance,  and  health  l>eneflts  com- 
loited  at  8'4  pet  of  annual  rate  of  i>ny 
of  employee _  1"0 


Kqulvalent  annual  working  hours.  2,  250 

Supimrt  required  to  equal  to  1  man  year.  2,  2.’>0 
Kqulvalent  gross  annual  working 
hours  charged  to  Food  and  Drug 
appropriation _ 4.  .’>12 

Note. — Ratio  of  e<iuivalent  gross  annual 
number  of  working  hours  charged  to  Food  and 
Drug  appropriation  to  net  number  of  annual 

,,  ^  4.512  . 

working  hours-— —=  Job  pi-t. 

1 

(e)  The  minimum  charge  for  services 
of  supervising  officers  and  of  analysts 
shall  be  not  less  than  the  charge  for  1 
hour,  and  time  after  the  first  hour  shall 
be  computed  in  multiples  of  1  hour,  dis¬ 
regarding  fractional  parts  less  than  Vz 
hour. 

PART  2— GENERAL  ADMINISTRATIVE 
RULINGS  AND  DECISIONS 

Subpart  A — General  Provisions 

Sec. 

2.6  Imminent  hazard  to  the  public  health. 
2.10  Examination  and  investigation  samples. 
2.19  Methods  of  analysis. 

Subpart  B — Human  and  Animal  Foods 
2.25  Grain  seed  treated  with  poisonous  sub¬ 
stances;  color  Identiflcatlon  to  pre¬ 
vent  adulteration  of  human  and  ani¬ 
mal  food. 

2.35  Use  of  secondhand  containers  for  the 
shipment  or  storage  of  food  and  ani¬ 
mal  feed. 

Subparts  C-E — [Reserved] 

Subpart  F — Caustic  Poisons 
2.110  Definition  of  ammonia  under  Federal 
Caustic  Poison  Act. 

Axjthoritt:  Sec.  701,  62  Stat.  1055-1066  as 
amended  (21  U.S.C.  371),  unless  otherwise 
noted. 

Subpart  A — General  Provisions 

§  2.5  Imraiiieiit  liazard  to  the  public 
health. 

(a)  Within  the  meaning  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  an 


Imminent  hazard  to  the  public  health  is 
considered  to  exist  wh^  the  evidence  is 
sufficient  to  show  that  a  product  ex’  prac¬ 
tice,  posing  a  significant  threat  of  danger 
to  health,  creates  a  public  health  situa- 
tkm  (1)  that  should  be  corrected  immedi¬ 
ately  to  prevent  injury  and  (2)  that 
should  not  be  permitted  to  continue  while 
a  hearing  or  other  formal  proceeding  is 
being  held.  The  “imminent  hazard”  may 
be  declared  at  any  point  in  the  chain  of 
events  which  may  ultimately  result  in 
harm  to  the  public  health.  The  occur¬ 
rence  of  the  final  anticipated  injury  is 
not  essential  to  establish  that  an  "immi¬ 
nent  hazard”  of  such  occurrence  exists. 

«b)  In  exercising  his  judgment  on 
whether  an  “imminent  hazard”  exists, 
tile  Commissioner  will  consider  the  num¬ 
ber  of  injuries  anticipated  and  the  na¬ 
ture,  severity,  and  duration  of  the  antici¬ 
pated  injury. 

(Secs.  505,  507,  512.  52  Stat.  1051-53.  a.s 
amended,  59  Stat.  463,  as  amended.  82  Stat. 
343-61.  21  U.S.C.  355,  367,  360b;  secs.  2.  3. 
10(a).  74  Stat.  372-75,  as  amended,  378,  15 
U.S.C.  1261-62,  1269.) 

§  2.10  Exaniinalion  and  invotigaiuiii 
.•.aniplc<«. 

(a)  (1)  When  any  officer  or  employee 
of  the  Department  collects  a  sample 
of  a  food,  drug,  or  cosmetic  for  analysis 
under  the  act,  the  sample  shall  be 
designated  as  an  official  sample  if 
records  or  other  evidence  is  obtained 
by  liim  or  any  other  officer  or  employee 
of  the  Department  indicating  that  the 
shipment  or  other  lot  of  the  article  from 
which  such  sample  was  collected  was  in¬ 
troduced  or  delivered  for  introduction 
into  interstate  commerce,  or  was  in  or 
was  received  in  interstate  commerce,  or 
was  manufactured  within  a  Territory. 
Only  samples  so  designated  by  an  officer 
or  employee  of  the  Department  shall  be 
consider^  to  be  official  samples. 

(2)  For  the  purpose  of  determining 
whether  or  not  a  sample  is  collected  for 
analysis,  the  term  “analysis”  includes 
examinations  and  tests. 

(3)  The  owner  of  a  food,  drug,  or  cos¬ 
metic  of  which  an  official  sample  is  col¬ 
lected  is  the  person  who  owns  the  ship¬ 
ment  or  other  lot  of  the  article  from 
which  the  sample  is  collected. 

(b)  When  an  officer  or  employee  of  the 
Department  collects  an  official  sample  of 
a  food,  drug,  or  cosmetic  for  analysis 
under  the  act,  he  shall  collect  at  least 
twice  the  quantity  estimated  by  him  to 
be  sufficient  for  analysis,  unless: 

(1)  The  amount  of  the  article  avail¬ 
able  and  reasonably  accessible  for 
sampling  is  less  than  twice  the  quantity 
so  estimated,  in  which  case  he  shall  col¬ 
lect  as  much  as  is  available  and  reason¬ 
ably  accessible. 

(2)  The  cost  of  twice  the  quantity  so 
estimated  exceeds  $50. 

(3)  The  sample  cannot  by  diligent  use 
of  practicable  preservation  techniques 
available  to  the  Food  and  Drug  Admin¬ 
istration  be  kept  in  a  state  in  which  It 
could  be  readily  and  meaningfully  ana¬ 
lyzed  In  the  same  manner  and  for  the 
same  purposes  as  the  Food  and  Drug 
Administration’s  analysis. 


(4)  The  sample  is  collected  from  a 
shipment  or  other  lot  which  Is  being  Im¬ 
ported  or  offered  for  import  into  the 
United  8tates. 

(5)  The  sample  is  collected  from  a 
person  named  on  the  label  of  the  article 
or  his  agent,  and  such  person  is  also  the 
owner  of  the  article. 

(6)  The  sample  is  collected  from  the 
owner  of  the  article,  or  his  agent,  and 
such  article  bears  no  label  or,  if  it  bears 
a  label,  no  person  is  named  thereon. 

In  addition  to  the  quantity  of  sample 
set  forth  in  this  paragraph,  the  officer 
or  employee  shall,  if  practicable,  collect 
such  further  amount  as  he  estimates  will 
be  sufficient  for  use  as  trial  exhibits. 

(c)  After  the  Food  and  Drug  Admin¬ 
istration  has  completed  such  analysis 
of  an  official  sample  of  a  food,  drug,  or 
cosmetic  as  it  determines,  in  the  course 
of  analysis  and  interpretation  of  an¬ 
alytical  results,  to  be  adequate  to  estab¬ 
lish  the  respects,  if  any,  in  which  the 
article  is  adulterated  or  misbranded 
within  the  meaning  of  the  act,  or  other¬ 
wise  subject  to  the  prohibitions  of  the 
act.  and  has  reserved  an  amount  of  the 
article  it  estimates  to  be  adequate  for 
use  as  exhibits  In  the  trial  of  any  case 
that  may  arise  under  the  act  based  on 
tile  sample,  a  part  of  the  sample,  if  any 
remains  available,  shall  be  provided  for 
analysis,  upon  written  request,  by  any 
person  named  on  the  label  of  the  article, 
or  the  owner  thereof,  or  the  attorney  or 
agent  of  such  person  or  owner,  except 
when : 

il)  After  collection,  the  sample  or  re¬ 
maining  part  thereof  has  become  decom¬ 
posed  or  otherwise  unfit  for  analysis,  or 

(2)  The  request  is  not  made  within  a 
reasonable  time  before  the  trial  of  any 
case  under  the  act.  based  on  the  sample 
to  which  such  person  or  owner  is  a  party. 
The  person,  owner,  attorney,  or  agent 
who  requests  the  part  of  sample  shall 
specify  the  amount  desired.  A  request 
from  an  owner  shall  be  accompanied  by 
a  showing  of  ownership,  and  a  request 
from  an  attorney  or  agent  by  a  showing 
of  authority  from  such  person  or  owner 
to  receive  the  part  of  sample.  When  two 
or  more  requests  for  parts  of  the  same 
sample  are  received  the  requests  shall  be 
complied  with  in  the  order  in  which  they 
were  received  so  long  as  any  part  of  the 
sample  remains  available  therefor. 

(d)  When  an  official  sample  of  food, 
drug,  or  cosmetic  is  the  basis  of  a  notice 
given  imder  section  305  of  the  act.  or  of 
a  case  under  the  act,  and  the  person  to 
whom  the  notice  was  given,  or  any  per¬ 
son  who  is  a  party  to  the  case,  has  no 
right  under  paragraph  (c)  of  this  sec¬ 
tion  to  a  part  of  the  sample,  such  per¬ 
son  or  his  attorney  or  agent  may  obtain 
a  part  of  the  sample  upon  request  accom¬ 
panied  by  a  written  waiver  of  right  un¬ 
der  such  paragraph  (c)  from  each  per¬ 
son  named  on  the  label  of  the  article 
and  owner  thereof,  who  has  not  exer¬ 
cised  his  right  under  such  paragraph 
(c).  The  operation  of  this  paragraph 
shall  be  subject  to  the  exceptions,  terms, 
and  conditions  prescribed  in  paragraph 
(c)  of  this  section. 
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(e>  The  Food  and  Drug  Administra¬ 
tion  is  authorized  to  destroy: 

(1)  Any  official  sample  when  it  deter¬ 
mines  that  no  analysis  of  such  sample 
will  be  made; 

(2)  Any  official  sample  or  part  there¬ 
of  when  it  determines  that  no  notice  un¬ 
der  section  305  of  the  act,  and  no  case 
under  the  act,  is  or  will  be  based  on 
such  sample; 

(3)  Any  official  sample  or  part  there¬ 
of  when  the  sample  wEus  the  basis  of  a 
notice  under  section  305  of  the  act,  and 
when,  after  oi^rtunity  for  presentation 
of  views  following  such  notice,  it  deter¬ 
mines  that  no  other  such  notice,  and  no 
case  imder  the  act,  is  or  will  be  based 
on  such  sample; 

(4)  Any  official  sample  or  part  thereof 
when  the  sample  was  the  basis  of  a  case 
under  the  act  which  has  gone  to  final 
judgment,  and  when  it  determines  that 
no  other  such  case  is  or  will  be  based  on 
such  sample; 

(5)  Any  official  sample  or  part  thereof 
if  the  article  is  perishable; 

(6)  Any  official  sample  or  part  thereof 
when,  after  collection,  such  sample  or 
part  has  become  decomposed  other¬ 
wise  unfit  for  analysis; 

(7)  That  part  of  any  official  sample 
which  is  in  excess  of  three  times  the 
quantity  it  estimates  to  be  sufficient  for 
analysis. 

(Secs.  701,  702,  52  Stat.  1056,  as  amended: 
1056,  as  amended;  21  UA.C.  S71,  872.) 

§  2.19  Molliods  of  analysis. 

Where  the  method  of  analysis  is  not 
prescribed  in  a  regulation,  it  is  the  policy 
of  the  Food  and  Drug  Administration  In 
its  enforcement  programs  to  utilize  the 
methods  of  analysis  of  the  Assoclatlcxi  of 
Official  Ansdytical  Chemists  (AOAC)  as 
published  in  the  latest  edition  of  their 
publication,  “Official  Methods  of  Analysis 
of  the  Association  of  Official  Analytical 
Chemists,”  and  the  supplements  thereto 
(“Changes  in  MeUuxls'’  as  published  in 
the  March  issues  of  the  “Journal  of  the 
Ass(x;iation  of  Official  Analytical  Chnn- 
ists”),  when  available  uid  applicable. 
Upon  request,  the  Commissioner  will  fur¬ 
nish  advice  as  to  the  availability  and  ap¬ 
plicability  of  an  AOAC  method  with  re¬ 
spect  to  the  enforcement  of  any  specific 
regulation  or  statutory  requirement.  In 
the  absence  of  an  AOAC  methcxl,  the 
Commissioner  will  fiumlsh  a  cc^y  of  the 
particular  method,  or  a  reference  to  the 
published  meth(xl,  that  the  Food  and 
Drug  Administration  will  use  in  its  en¬ 
forcement  program.  Other  methods  may 
be  used  for  quality  control,  specifications, 
contracts,  siuweys,  and  similar  nonregu- 
latory  functions,  but  it  is  expected  that 
they  will  be  calibrated  in  terms  of  the 
method  which  the  Food  and  Drug  Ad¬ 
ministration  uses  in  its  enforcement  pro¬ 
gram.  Use  of  an  AOAC  method  does  not 
relieve  the  practioner  of  the  responsi¬ 
bility  to  demonstrate  that  he  can  per¬ 
form  the  method  properly  through  the 
use  of  positive  and  negative  controls  and 
recovery  and  reproducibility  studies. 

(Sec.  707,  67  Stat.  500;  21  UA.C.  377. > 


Subpart  B — Human  and  Animal  Foods 

§  2.25  Crain  seed  treated  with  poisonous 
substances;  color  identificati<Hi  to 
prevent  adulteration  of  human  and 
animal  food. 

(a)  In  recent  years  there  has  de¬ 
veloped  increasing  use  of  poisonous  treat¬ 
ments  on  seed  for  fungicidal  and  other 
piuposes.  Such  treated  seed,  if  ctm- 
sumed,  presents  a  hazard  to  humans  and 
livestock.  It  is  not  imusual  for  stocks  (rf 
such  treated  fcxxl  seeds  to  remain  on 
hand  after  the  planting  season  has 
passed.  Despite  the  cautions  required  by 
the  Federal  Seed  Act  (53  Sta^.  1275,  as 
amended  72  Stat.  476,  7  UJ3.C.  1551  et 
seq.)  in  the  labeling  of  the  treated  seed, 
the  Food  and  Drug  Administration  has 
encoimtered  many  cases  where  such  sur¬ 
plus  stocks  of  treated  wheat,  com,  oats, 
rye,  barley,  and  sorghum  seed  had  been 
mixed  with  untreated  seed  and  sent  to 
market  for  food  or  feed  use.  Hils  has 
resulted  in  livestock  Injury  and  in  legal 
actions  imder  the  Federal  Food,  Drug, 
and  Cosmetic  Act  against  large  quantities 
of  food  adulterated  through  such  admix¬ 
ture  of  poisonous  treated  seeds  with  good 
food.  (Criminal  cases  were  brought 
against  some  firms  and  Individuals. 
Where  the  treated  seeds  are  promlnmtly 
colored,  buyers  and  users  or  processors  of 
agricultural  food  seed  for  food  purposes 
are  able  to  detect  the  admixture  of  the 
p(^nous  seed  and  thus  reject  the  lots; 
but  most  such  buyers,  users,  and  proces¬ 
sors  do  not  have  the  facilities  or  sclm- 
tific  equipment  to  determine  the  presence 
of  the  poisonous  chemical  at  the  time 
crops  are  delivered.  In  cases  where  the 
treated  seeds  have  not  been  so  colored. 
A  suitable  color  for  this  use  is  one  that  Is 
In  sufficient  contrast  to  the  natural  color 
of  the  food  seed  as  to  make  admixture  of 
treated,  denatured  seeds  with  good  food 
easily  apparent,  and  is  so  aimlied  that 
it  is  not  readily  removed 

(b)  On  and  after  December  31,  1964, 
the  Food  and  Drug  Administration  will 
regard  as  adulterated  any  Interstate 
shipment  of  the  food  seeds  wheat,  com, 
oats,  rye,  barley,  and  sorghum  bearing  a 
poisonous  treatment  in  excess  of  a  rec¬ 
ognized  tolerance  or  treatment  for  which 
no  tolerance  or  exemptiim  from  toler¬ 
ance  is  recognized  in  regulaticms  promul¬ 
gated  pursuant  to  section  408  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act,  unless 
such  seeds  have  been  adequately  dena¬ 
tured  by  a  suitable  color  to  prevent  their 
subsequent  inadvertent  use  as  food  for 
man  or  feed  for  animals. 

(c)  Attention  is  called  to  the  labeling 
requirements  of  the  FMeral  Hazardous 
Substances  Act,  where  applicable  to  de¬ 
natured  seeds  in  packages  suitable  for 
household  use. 

(Secs.  402(a),  406,  52  Stat.  1046,  as  amended; 
68  Stat.  511;  21  n.S.C.  842(a),  348;  sec.  2(0 
(1) ,  74  Stat.  372;  15  UA.C.  1261.) 

§  2..15  Use  of  secondhand  containers  for 
the  shipment  or  storage  of  food  and 
animal  feed. 

(a)  Investigations  by  the  Food  and 
Drug  Administration,  the  National  Com¬ 
municable  Disease  Center  of  the  U.8. 


Public  Health  Service,  the  Ctmsumer  and 
Maiketing  Service  of  the  U.S.  Depart¬ 
ment  of  Agriculture,  and  by  various  State 
public  health  agencies  have  revealed 
practices  whereby  food  and  animal  feed 
sUMed  or  shipp^  in  secondhand  con¬ 
tainers  have  been  rendered  dangerous  to 
health.  Such  emtamination  has  been  the 
result  of  the  original  use  of  these  con¬ 
tainers  for  the  storage  and  shipment  of 
articles  containing  or  bearing  disease 
organisms  or  poisonous  or  deleterious 
substances. 

(b)  The  Commissiemer  concludes  that 
such  dangerous  or  potentially  dangerous 
practices  include,  but  are  not  limited  to, 
the  following: 

(1)  Some  vegetable  growers  and 
packers  employ  used  poultry  crates  for 
shipment  of  fresh  vegetables,  including 
cabbage  and  celery.  Salmonella  orga¬ 
nisms  are  commonly  present  on  dressed 
poultry  and  in  excreta  and  fiuid  exu¬ 
dates  from  dressed  birds.  Thus  wooden 
crates  In  which  dressed  poultry  has  been 
iced  and  packed  are  potential  sources  of 
Salmonella  or  other  enteropathogenic 
microorganisms  that  may  contaminate 
fresh  vegetables  which  are  frequently 
consumed  without  heat  treatment. 

(2)  Some  potato  growers  and  pro¬ 
ducers  of  animal  feeds  use  secondhand 
bags  for  shipment  of  these  articles.  Such 
bags  may  have  originally  been  used  for 
shipping  or  storing  pesticide-treated  seed 
or  other  articles  bearing  or  containing 
poisemous  substances.  Thus  these  sec¬ 
ondhand  bags  are  potential  sources  of 
contamination  of  the  fo(xl  or  animal 
feed  stored  or  shipped  therein. 

(c)  In  a  policy  statement  issued 
April  11,  1968,  the  Food  and  Drug  Ad- 
nilnistratlon  declared  adulterated  within 
the  meantaig  of  section  402(a)  of  the 
Federal  Food.  Ihoig,  and  Cosmetic  Act 
shipments  of  vegetables  or  other  edible 
f(X>d  In  used  crates  or  containers  that 
may  render  the  contents  Injurious  to 
health.  This  policy  statement  is  extended 
so  that  the  Food  and  Drug  Administra¬ 
tion  will  regard  as  adulterated  within 
the  meaning  of  section  402(a)  of  the  act 
shipments  of  vegetables,  other  edible 
food,  or  animal  feed  In  used  crates,  bags, 
or  other  containers  that  may  render  the 
contents  injurious  to  health. 

(Secs.  402(a),  52  Stat.  10^6,  as  amended;  21 
U.S.C.  342(a).) 

Subparts  C—E— {Reserved] 

Subpart  F — Caustic  Poisons 

§2.110  Definition  of  ammonia  under 
Federal  Caustic  Poison  Act. 

R>r  the  purpose  of  determining 
whether  an  article  containing  ammonia 
Is  subject  to  the  Federal  C^austlc  Poison 
Act,  the  ammonia  content  Is  to  be  calcu¬ 
lated  as  NHs. 

(Secs.  2.  0.  44  stat.  1406,  1409;  15  U.S.C.  402. 
409.) 


PART  5— DELEGATIONS  OF  AUTHORITY 
AND  ORGANIZATION 

Subpart  A — Delegations  of  Authority  to  the 
Commissioner  of  Food  and  Dni^ 

Sec. 

5.1  Delegations  from  the  Secretary  and  As> 
slstant  Secretary. 
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Subpart  B — Redalagations  of  Authority  from  tho 
Commiaaionar  of  Food  artd  Druga 

Sec. 

6.20  Oeneral  redelegations  ot  authoiitj 

f-om  the  Commissioner  to  other 
officers  of  the  Food  and  Drug  Admin¬ 
istration. 

5.21  Emergency  functions. 

5.22  Certification  of  true  copies  and  use  of 

the  Department  seal. 

5.23  Disclosure  of  official  records. 

5.25  Orants. 

5.26  Service  fellowships. 

5.30  Hearings  and  review  boards. 

5.35  Enforcement  activities. 

5.36  Certification  following  Inspections. 

5.37  Issuance  of  rep<M’ts  of  minor  violations. 

5.45  Imports. 

5.46  Manufacturer’s  resident  Import  agents. 
5.61  Issuance  of  notices  of  filing  of  petitions 

and  notices  of  proposed  rule  making 
pertaining  to  food  standards,  food 
additives,  and  color  additives. 

5.63  Detention  of  meat,  poultry,  eggs,  and 

related  products. 

6.64  Certification  of  color  additives. 

6.66  Approval  of  schools  providing  food- 
processing  Instruction. 

5.68  Issuance  and  revocation  of  licenses  for 
the  propagation  or  manufacture  and 
preparation  of  biological  products. 

6.70  Issuance  of  notices  Implementing  the 

provisions  of  the  Dnig  Amendments 
of  1062. 

6.71  Termination  of  exemptions  for  new 

drugs  for  investigational  use  In 
human  beings  or  In  animals. 

6.73  Certification  of  lns\illn. 

6.76  Designation  of  official  master  and 
working  standards  for  antibiotic 
drugs. 

6.76  Certification  of  antibiotic  drugs. 

6.78  Issuance,  amendment,  or  repeal  ot 
regvilations  pertaining  to  antlblottc 
drugs  tor  human  \ise. 

6.80  Approval  of  new  drug  applications  and 
their  supplements. 

6.82  Issuance  of  notices  relating  to  pro¬ 

posals  to  refuse  approval  or  to  with¬ 
draw  approval  of  new  drug  applica¬ 
tions  and  their  supplements. 

6.83  Approval  of  new  animal  drug  applica¬ 

tions  and  their  supplements. 

6fi4  Issuance  of  notices  relating  to  pro¬ 
posals  to  refxise  approval  or  to  with¬ 
draw  approval  of  new  animal  drug 
applications  and  their  supplements. 

6.86  Granting  and  withdrawing  variances 

from  peitformance  standards  for 
electronic  products. 

6.87  Exemptions  from  performance  stand¬ 

ards  for  electronic  products. 

6.88  Testing  programs  and  methods  of  cer¬ 

tification  and  Identification  for 
electronic  products. 

6.89  Notification  of  defects  In,  and  re¬ 

pair  or  replacements  of,  electronic 
products. 

6.90  Manufacturers  requirement  to  pro¬ 

vide  data  to  ultimate  purchasers  of 
electronic  products. 

6.91  Dealer  and  distributor  direction  to 

provide  data  to  manufacturers  of 
electronic  products. 

6.92  Acceptance  of  assistance  from  State 

and  local  authorities  for  enforce¬ 
ment  of  radiation  control  legislation 
and  regulations. 

Subpart  C — Organization 
6.100  Headquarters. 

6.105  Assistant  Oeneral  Counsel  tar  Food 
and  Drugs,  Office  of  Oeneral  Coim- 
sel.  Department  of  Health,  Educa¬ 
tion,  and  Welfare. 

6.110  FDA  Public  Records  and  Documents 
Center. 

6.116  Field  structure. 

Authoritt:  Sec.  701(a),  52  Stat.  1055  (21 
D  S  C.  371). 


Subpsrt  A — Delegatiofis  of  Authority  to  th« 
Commissioner  of  Food  and  Drugs 

§  5.1  Delegations  from  the  Secretary 
and  Assistant  Secretary. 

(а)  The  Assistant  Secretary  for 
Health  ha^  redelegated  to  the  Commis¬ 
sioner  of  Food  and  Drugs  with  authority 
to  redelegate  (35  FR  606  as  amended) 
all  authority  delegated  to  him  by  the 
Secretary  of  Health,  Education,  and 
Welfare  as  follows: 

(1)  Functions  vested  in  the  Secretary 
under  the  Federal  Food,  Drug,  and  Cos¬ 
metic  Act  (21  U.S.C.  301  et  seq.),  the 
Filled  Milk  Act  (21  U.S.C.  61-63),  the 
Federal  Import  MUk  Act  (21  U.S.C.  141 
et  seq.),  the  Tea  Importation  Act  (21 
U.S.C.  41  et  seq.),  the  Federal  Caustic 
Poison  Act  (44  Stat.  1406) .  and  The  Fair 
Packaging  and  Labeling  Act  (IS  U.S.C. 
1451  et  seq.),  pursuant  to  section  12  of 
Reorganization  Plan  No.  IV  and  Reorga¬ 
nization  Plan  No.  1  of  1953,  including 
authority  to  administer  oaths  vested  in 
the  Secretary  of  Agriculture  by  7  U.S.C. 
2217. 

(2)  Functions  vested  in  the  Secretary 
under  section  301  (Research  and  Inves¬ 
tigation)  ;  section  307  (International 
Cooperation) ;  section  310  (Health  Ed¬ 
ucation  and  Information) ;  section  311 
(Federal-State  Cooperation);  and  sec¬ 
tion  314(f)  (Interchange  of  Personnel 
with  States)  of  the  Public  Health  Serv¬ 
ice  Act  (42  U.S.C.  241,  2421,  242o,  243, 
246(f) )  which  relate  to  the  fimctions  of 
the  F(^  and  Drug  Administration. 

(3)  Functions  vested  in  the  Secretary 
imder  sections  354  through  360F  of  the 
PubUc  Health  Service  Act  (42  U.S.C. 
263b  through  263n)  which  relate  to  elec¬ 
tronic  product  radiation  control. 

(4)  Functions  vested  in  the  Secretary 
under  section  361  of  the  Public  Health 
Service  Act  (42  UJ3.C.  264)  which  relate 
to  the  law  enforcement  functions  of  the 
Food  and  Drug  Administration  concern¬ 
ing  the  following  products  and  activities: 
biologicals  (Including  blood  and  blood 
products) ;  Interstate  travel  sanitation 
(except  interstate  transportation  of 
etiological  agents  under  42  CFR  72.25) ; 
food  (including  milk  and  food  service 
sanitation  and  shellfish  sanitation) ;  and 
drugs,  devices,  cosmetics,  and  electr(mlc 
products,  and  other  items  or  products 
regulated  by  the  Food  and  Drug  Admin¬ 
istration. 

(5)  Functions  vested  in  the  Secretary 
imder  sections  351  and  352  of  the  Public 
Health  Service  Act  (42  UH.C.  262  and 
263)  which  relate  to  biological  products. 

(б)  Functions  vested  in  the  Secretary 
pertsdning  to  section  302(a)  of  the  Pub¬ 
lic  Health  Service  Act  (42  U.S.C.  242(a)) 
which  relate  to  the  determination  and 
reporting  requirements  with  respect  to 
the  medicinal  and  scientific  requirements 
of  the  United  States  for  controlled  sub¬ 
stances. 

(7)  Functions  vested  in  the  Secretary 
pertaining  to  sectlcm  303  of  the  Public 
Health  Service  Act  (42  U.S.C.  242a) 
which  relate  to  the  authorization  of  per¬ 
sons  engaged  in  research  on  the  use  and 
effect  of  drugs  to  protect  the  identity  of 
their  research  subjects  with  respect  to 
drugs  scheduled  under  Public  Law  91-513 
for  which  a  notice  of  claimed  exemption 


for  an  investigational  new  drug  is  filed 
with  the  Food  and  Drug  Administration 
and  with  respect  to  all  drugs  not  sched¬ 
uled  under  Public  Law  91-513. 

(8)  Functions  vested  in  the  Secretary 
pertaining  to  section  4  the  Compre¬ 
hensive  Drug  Abuse  Prevention  and  Con¬ 
trol  Act  of  1970  (84  Stat.  1241)  which 
relate  to  the  determination  of  the  safety 
and  effectiveness  of  drugs  or  to  approve 
new  drugs  to  be  used  in  the  treatment  of 
narcotic  addicts. 

(9)  Functions  vested  in  the  Secretary 
pertaining  to  section  303(f)  of  the  Con- 
troUed  Substances  Act  (21  U.S.C.  823(f) ) 
which  relate  to  the  determination  of  the 
qualifications  and  competency  of  prac¬ 
titioners  wishing  to  conduct  research 
with  controlled  substances  listed  in 
Schedule  I  of  the  Act,  and  the  merits  of 
the  research  protocol. 

(10)  Functions  vested  in  the  Secretary 
pertaining  to  provisions  of  the  Controlled 
Substances  Act  (21  U.S.C.  801  et  seq.) 
which  relate  to  administration  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
(21  U.S.C.  301  et  seq.) . 

(11)  Fimctions  vested  in  the  Secretary 
under  section  409(b)  of  the  Federal  Meat 
Inspectl(m  Act  (21  U.S.C.  679(b))  which 
relate  to  the  detention  of  any  carcass, 
part  thereof,  meat,  or  meat  product  of 
cattle,  sheep,  swine,  goats,  or  equines. 

(12)  Functions  vested  in  the  Secretary 
under  section  24(b)  of  the  Poultry  Prod¬ 
ucts  Inspection  Act  (21  U.S.C.  467f  (b) ) 
which  relate  to  the  detention  of  any  poul¬ 
try  carcass,  part  thereof,  or  poultry 
product. 

(13)  Functions  vested  in  the  Secretary 
under  the  Egg  Products  Inspection  Act 
(21U.S.C.  1031  et  seq.). 

(14)  Functions  vested  in  tlie  Secretary 
by  amendments  to  the  foregoing  statutes 
subsequent  to  Reorganization  Plan  No.  1 
of  1953. 

(15)  F^mction  of  issuing  all  regulatio  is 
of  the  Fcod  and  Drug  Administration. 
The  reservation  of  authority  contained 
in  Chapter  2-000  of  the  Department 
Organi^tion  Manual  shall  not  apply. 

(16)  Functions  vested  in  the  Secre¬ 
tary  under  section  1103(4)  of  Executive 
Order  11490,  as  amended,  and  those  por¬ 
tions  of  sections  1103(1),  1103(2),  1103 
(3),  3001(2),  3001(3),  3002(1).  3002(3), 
3004,  and  3009  of  the  Order,  which  re¬ 
late  to  foods,  drugs,  and  biol(}gicals. 

(17)  Function  vested  in  the  Secretary 
of  authorizmg  and  approving  miscella¬ 
neous  and  emergency  expenses  of  en¬ 
forcement  activities. 

(18)  Function  vested  in  the  Secretary 
imder  the  Federal  Advisory  Committee 
Act,  Public  Law  92-463,  to  make  deter¬ 
minations  that  advisory  committee 
meetings  are  concerned  with  matters 
listed  in  5  U.S.C.  552(b)  and  therefor 
may  be  closed  to  the  public  for  those 
committees  under  the  administrative  ju¬ 
risdiction  of  the  Commissioner  of  Food 
and  Drugs.  This  authority  may  not  be  re¬ 
delegated.  This  authority  is  to  be  exer¬ 
cised  in  accordance  with  the  require¬ 
ments  of  the  Act  and  only  with  respect 
to  the  following: 

(1)  Meetings,  to  the  extent  that  they 
directly  involve  review,  discussion  or  con¬ 
sideration  of  records  of  the  Department 
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which  are  exempt  from  disclosure  under 
5  U.S.C.  552(b)  (4),  (6),  and  (7), 

namely,  (a)  records  containing  trade 
secrets  and  commercial  or  financial  in¬ 
formation  obtained  from  a  person  and 
privileged  or  confidential;  (b)  personnel, 
medical  and  similar  files  the  disclosure 
of  which  would  constitute  a  clearly  im- 
warranted  invasion  of  personal  privacy; 
and  (c)  investigatory  ^es  compiled  for 
law  enforcement  purposes; 

(ii)  Meetings  to  the  extent  that  they 
involve  the  review,  discussion,  and  eval¬ 
uation  of  specific  drugs  and  devices  reg¬ 
ulated  by  PDA  which  are  intended  to 
result  in  recommendations  for  regrula- 
tory  decisions  imder  the  Federal  F\)od, 
Drug,  and  Cosmetic  Act  and  which  are 
concerned  with  matters  listed  in  5  U.S.C. 
552(b)  (4),  (5),  and  (7) ; 

(lii)  Meetings  held  for  the  sole  pur¬ 
pose  of  considering  and  formulating  swi- 
vice  which  the  committee  will  give  or  any 
final  reE>ort  it  will  render,  Provided: 

(a)  The  meetings  will  Involve  solely 
the  internal  expression  of  views  and 
judgments  of  the  members  and  it  is 
essential  to  close  the  meeting  or  portions 
thereof  to  protect  the  free  exchange  of 
such  views  and  avoid  undue  interference 
with  agency  or  conunittee  operations, 
and  such  views  if  reduced  to  writing 
would  be  protected  from  mandatory  dis¬ 
closure  under  5  U.S.C.  552(b) ; 

(b)  The  meeting  is  closed  for  the 
shortest  time  necessary,  summarizing  the 
work  of  the  committee  during  the  closed 
session,  and  a  report,  prepared  by  the 
executive  secretary  will  be  made  avail¬ 
able  promptly  to  the  public. 

(c)  When  feasible,  the  public  is  given 
a  timely  opportunity  to  present  rele¬ 
vant  information  and  views  to  the  com¬ 
mittee:  and 

(d)  Concurrence  for  closing  the  :.neet- 
ings  for  such  purpose  is  obtained  from 
the  Office  of  the  General  Counsel  and  the 
Office  of  Public  Affairs. 

(19)  Functions  vested  in  the  Secretary 
under  the  second  sentence  of  section  309 
(Health  Conferences)  of  the  Public 
Health  Service  Act  (42  U.S.C.  242n)  to 
call  for  a  conference  and  invite  as  many 
health  authorities  and  officials  of  State 
or  local  public  or  private  agencies  or  or- 
ganizaticHis  as  deemed  necessary  or 
proper  on  subjects  related  to  the  fimc- 
tions  of  the  Food  and  Drug  Administra¬ 
tion. 

(20)  F\mctions  vested  in  the  Secretary 
under  section  501  (Gifts)  of  the  Public 
Health  Service  Act  (42  U.S.C.  219)  to  ac¬ 
cept  offers  of  unconditional  gifts,  of  other 
than  real  property,  provided  such  gifts 
are  of  $1,000  value  or  less  and  the  total 
costs  associated  with  acceptance  of  prop¬ 
erty  will  not  exceed  the  cost  of  purchas¬ 
ing  a  similar  item  and  the  cost  of  normal 
care  and  maintenance. 

(21)  Functions  vested  in  the  Secretary 
imder  section  362  of  the  Public  Health 
Service  Act  (42  U.S.C.  265)  which  relate 
to  the  prohibition  of  the  introduction  of 
foods,  drugs,  devices,  cosmetics,  and  elec¬ 
tronic  products  and  other  items  or  prod¬ 
ucts  regulated  by  the  Food  and  Drug  Ad¬ 
ministration  into  the  United  States  wh^ 
It  is  determined  that  it  is  required  in  the 


interest  of  puifiic  health  when  such  func¬ 
tions  relate  to  the  law  enforcement  func¬ 
tions  of  the  P\x>d  and  Drug  Administra¬ 
tion. 

(22)  Functions  vested  in  the  Secretary 
under  section  1003(b)  (3),  Title  X.  of  the 
Public  Woiks  and  Economic  Develop¬ 
ment  Act  of  1965  (42  UH.C.  3246b(b)  (3) ) 
to  waive  any  matching  requiremmts  for 
programs  or  projects  of  State  and  local 
governments  funded  under  Title  X  of 
that  act  where  it  is  determined  that 
State  or  local  governments  concerned 
cannot  reasonably  obtain  any  non-Fed- 
eral  ccmtributions. 

(b)  The  Assistant  General  Counsel  in 
charge  of  the  Food  and  Drug  Division 
has  been  authorized  to  report  apparent 
violations  to  the  Department  of  Justice 
for  the  institution  of  criminal  proceed¬ 
ings,  pursuant  to  section  305  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act,  sec¬ 
tion  4  of  the  Federal  Import  Milk  Act, 
and  section  9(b)  of  the  Federal  Caustic 
Poison  Act. 

(c)  The  Assistant  Secretary  for  Health 
has  redelegated  to  the  Commissioner  of 
Food  and  Drugs,  with  authority  to  re¬ 
delegate,  the  authority  delegated  to  him 
by  the  Assistant  Secretary  for  Admin¬ 
istration  and  Management:  (1)  To  cer¬ 
tify  true  copies  of  any  books,  records, 
papers,  or  other  documents  cm  file 
within  the  Department,  or  extracts  from 
such;  to  certify  that  true  copies  are 
true  copies  of  the  entire  file  of  the  De¬ 
partment;  to  certify  the  ccmiplete  origi¬ 
nal  record  or  to  certify  the  ncmexistence 
of  records  on  file  within  the  Depart¬ 
ment;  and  to  cause  the  Seal  of  the  De¬ 
partment  to  be  affixed  to  such  certifica¬ 
tions  and  to  agreements,  awards,  cita¬ 
tions,  diplomas,  and  similar  documents. 

(2)  To  establish  volunteer  service 
programs  and  accept  volimteer  services 
for  use  in  the  operation  of  a  health  care 
facility  or  the  provision  of  health  care 
under  section  223  of  the  Public  Health 
Service  Act  (42  U.S.C.  217b) . 

Subpart  B — Redelegations  of  Authority 

from  the  Commissioner  of  Food  and 

Drugs 

§  5.20  (^ncral  rc^ielegalions  of  author¬ 
ity  from  the  Commissioner  to  other 
officers  of  the  Food  and  Drug  Ad¬ 
ministration. 

(a)  Pinal  authority  of  the  Commis¬ 
sioner  of  Pcxxi  and  Drugs  is  redelegated 
as  set  forth  hi  this  subpart.  Further  re¬ 
delegation  of  the  authority  vested  herein 
is  not  authorized.  Authority  redelegated 
herein  to  a  position  by  title  may  be  exer¬ 
cised  by  a  person  ofificially  designated  to 
serve  in  such  position  in  an  acting  ca¬ 
pacity  or  on  a  temporary  basis,  unless 
prohibited  by  a  restriction  written  into 
the  dociunent  designating  him  as  “act¬ 
ing”  or  unless  not  legally  permissible. 

(b)  The  Deputy  Commissioner  of  Pood 
and  Drugs  and  the  Associate  Commis- 
sicmer  for  Compliance  are  authorized  to 
perform  all  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs. 

§  5.21  Emergency  functions. 

Each  Regicmal  Food  and  Drug  Direc¬ 
tor  is  authorized,  during  any  period 
when  normal  channels  of  direction  are 


disrupted  between  the  Food  and  Drug 
Administration  headquarters  and  his 
region,  to  fully  represent  the  Food  and 
Drug  Administration  within  his  region  in 
consonance  with  the  Department  of 
Health,  Education,  and  Welfare  regional 
emergency  plans  and  to  exercise  the  au¬ 
thority  of  the  Commissioner  for  super¬ 
vision  of  and  direction  to  all  Food  and 
Drug  Administration  activities  and  use 
of  resources  within  his  region  for  con¬ 
tinuity  and  for  Federal  Emergency 
Health  Service  operations.  These  same 
officials  are  authorized  to  provide  in 
Regional  Emergency  Plans  for  the  dele¬ 
gation  of  Pood  and  Drug  Administra- 
ti(Mi  regional  authorities  to  heads  of  field 
activities  when  such  activities  are  cut  off 
from  national  and  regional  headquarters. 

§  5.22  Certification  of  true  copies  and 
us^c  of  Department  seal. 

(а)  The  following  officials  are  au¬ 
thorized  to  certify  true  c(H>ies  of  or  ex¬ 
tracts  from  any  books,  records,  papers, 
or  other  documents  on  file  within  the 
Pood  and  Drug  Administration,  to  certify 
that  copies  are  true  copies  of  the  entire 
file,  to  certify  the  complete  original  rec¬ 
ord,  or  to 'certify  the  nonexist^ce  of 
records  on  file  within  the  Administra¬ 
tion,  and  to  cause  the  seal  of  the  Depart¬ 
ment  to  be  affixed  to  such  certifications : 

(1)  Associate  and  Deputy  Associate 
Commissioners. 

(2)  Assistant  and  Deputy  Assistant 
Commissioners. 

(3)  Director  of  the  Executive  Secre¬ 
tariat. 

(4)  Director  and  Deputy  Director  of 
the  Office  of  Legislative  Services. 

(5)  The  PDA  Regulations  Officer  and 
the  Federal  Register  Liaison  Officer  and 
their  alternates,  and  Director,  Public 
Records  and  Dociunents  Center  of  the 
Office  of  Compliance. 

(б)  Directors  and  Deputy  Directors 
of  Bureaus  and  Executive  Director  and 
Deputy  Executive  Director  of  R^ional 
Operations. 

(7)  Director  of  the  Office  of  Plan¬ 
ning  and  Evaluation,  the  Associate  Di¬ 
rector  and  Deputy  Associate  Director  for 
Compliance,  and  the  Directors  of  the  Di¬ 
visions  of;  Methadone  Monitoring;  Drug 
Product  Quality;  Drug  Labeling  Com¬ 
pliance;  and  Drug  Manufacturing  of  the 
Bureau  of  Drugs. 

(8)  Associate  Director  for  Manage¬ 
ment,  the  Associate  Director  and  Deputy 
Associate  Director  for  Compliance,  and 
the  Directors  of  the  Divisions  of:  Regu¬ 
latory  Guidance:  Pood  Technology;  and 
Pood  Service  of  the  Bureau  of  Foods. 

(9)  Associate  Director  and  the  Direc¬ 
tor  of  the  Division  of  Compliance  of  the 
Biueau  of  Biologies. 

(10)  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  the  Bu¬ 
reau  of  Veterinary  Medicine. 

(11)  Associate  Director  for  Adminis¬ 
tration  of  the  Bureau  of  Radiological 
Health,  and  the  Director  of  the  Division 
of  Compliance  of  that  Bureau. 

(12)  Assistant  Director  for  Program 
Operations  and  the  Director  of  the  Di¬ 
vision  of  Compliance  of  the  Bureau  of 
Medical  Devices  and  Diagnostic  Prod¬ 
ucts. 
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(b)  The  following  officials  are  author* 
Ized  to  cause  the  seal  of  the  Department 
to  be  affixed  to  agreements,  awards,  ci¬ 
tations.  diplomas,  and  similar  docu¬ 
ments. 

(1)  Associate  and  Deputy  Associate 
Commissioners. 

(2)  The  Director  at  the  Division  of 
Personnel  Management  of  the  Office  of 
Administration  and  the  Chief  of  the 
Career  Development  and  TYalnlng 
Branch  of  that  Division  and  Office. 

(c)  The  Federal  Register  Writer  and 
his  alternates  of  the  Office  of  Compli¬ 
ance  are  authorized  to  certify  true  c(^les 
of  Fedkral  Register  dociunents. 

§  5.23  Disclosure  of  official  records. 

(a)  The  foUowlng  officials  are  author¬ 
ized  to  make  determinations  to  disclose 
official  records  and  Information  In  ac¬ 
cordance  with  Part  20  of  this  chapter. 

(1)  The  Director  and  Deputy  EHrector 
of  the  Bmeau  of  E>rugs,  and  the  Asso¬ 
ciate  IMrector  and  Deputy  Associate  Di¬ 
rector  for  Compliance  and  the  Directors 
of  the  Dlvlsi<ms  of :  Methadone  Monitor¬ 
ing;  Drug  Product  Quality;  Drug  Label¬ 
ing  Ccunpllance;  and  Drug  Manufactur¬ 
ing  of  that  Bureau. 

(2)  The  Director  smd  Deputy  Director 
of  the  Bureau  of  Poods,  and  the  Associate 
Director  and  Deputy  Associate  Director 
for  Compliance  and  the  Director  of  the 
Division  of  Regxilatory  Guidance  of  that 
Bureau. 

(3)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(4)  The  Director  and  Deputy  Director, 
Bureau  of  Radiological  Health,  and  the 
Director  of  the  Division  of  Electronic 
Products  and  the  Director  of  the  Division 
of  Compliance  of  that  Bureau. 

(5)  The  Director  and  Deputy  Dxector 
of  the  Bureau  of  Biologies,  and  the  As¬ 
sociate  Director  and  the  Director  of  the 
Division  of  Compliance  of  that  Bureau. 

(6)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Medical  Devices  and 
Diagnostic  Products  and  the  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(b)  The  Chief  of  the  Drug  Listing 
Branch  of  the  Division  of  Drug  Labeling 
Compliance  of  the  Bureau  of  Drugs  Is 
authorized  to  sign  affidavits  regarding  the 
presence  or  absence  of  records  of  Regis¬ 
tration  of  Drug  Establishments. 

(c)  The  Chief  of  the  Records  Section 
of  the  Administrative  Services  Branch, 
Division  of  Management  Services.  Office 
of  Administration,  is  authorized  to  sign 
affidavits  regarding  the  presence  or 
absence  of  records  in  the  files  of  that 
section. 

§  5.23  Grants. 

(a)  The  Associate  and  Deputy  Associ¬ 
ate  Commissioner  for  Science  are  au¬ 
thorized  to  approve  or  disapprove  all  ap¬ 
plications  for  grants  under  secs.  301.  307, 
311,  and  356  of  the  Public  Health  Service 
Act,  and  to  select  officials  to  serve  as 
program  managers  to  exercise  scien¬ 


tific  oversight  and  to  monitor  grantee 
progress. 

(b)  The  Associate  and  Deputy  Asso¬ 
ciate  Commissioner  for  Administration 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Contracts  and  Grants 
Management  of  the  Office  of  Adminis¬ 
tration  are  authorized  to  execute  grant 
awards  upon  approval  by  the  Associate 
or  Deputy  Associate  Conunissloner  for 
Science,  and  to  notify  grantees  of  offi¬ 
cials  who  will  serve  sis  the  Food  and  Drug 
Administration  program  manager  for 
their  grsuit. 

§  5.26  Serv  ice  felluwtikip«. 

The  Associate  and  Assistant  Commis¬ 
sioners,  the  Directors  of  Bureaus,  the  Di¬ 
rector,  National  Center  for  Toxicological 
Resesirch,  and  Jie  Executive  Director  of 
Regional  Operations  are  authorized  to 
designate  r>ers<ms  to  receive  service  fel¬ 
lowships  In  the  Pood  and  Drug  Adminis¬ 
tration  Staff  Fellowship  Program  under 
sec.  207(g)  of  the  Public  Health  Service 
Act. 

§  5.30  Hearings  and  review  boards. 

(a)  The  Directors  and  Deputy  Dlrec- 
tora  of  Bureaus,  Regional  Food  and  Drug 
Directors,  and  District  Directors  are  au¬ 
thorized  to  designate  officials  to  hold 
Informal  hearings  that  relate  to  their 
assigned  functions  imder  sections  305, 
404(b),  and  801(a)  of  the  Federal  Food. 
Drug,  and  Cosmetic  Act,  sectlMi  6  of  the 
Fair  Packaging  and  Labeling  Act,  section 
9(b)  of  the  Federal  Caustic  Poison  Act, 
and  section  5  of  the  Federal  Import  Milk 
Act.  Officials, so  designated  are  delegated, 
authority  vested  In  the  Secretary  of  Agri¬ 
culture  by  7  UB.C.  2217  (43  Stat.  803)  to 
administer  or  to  take  from  any  person  an 
oath,  affirmation,  affidavit,  or  deposition 
for  use  In  any  prosecutkm  or  proceeding 
under  or  In  enforcement  of  any  law  as 
cited  In  this  section.  - 

(b)  The  Director.  Deputy  Director,  and 
Associate  Director  of  the  Bureau  of  Bio¬ 
logies  are  authorized  to  appoint  review 
boards  as  provided  by  S  601.41  of  this 
chapter. 

(c) *The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  hold  hearing  under  sec¬ 
tion  360(a)  of  the  Public  Health  Service 
Act,  and  to  designate  officials  to  hold 
Informal  hearings  under  section  360(a) 
of  the  act. 

(d)  The  Directors  and  Deputy  Direc¬ 
tors  of  Bureaus,  Regional  Food  and  Drug 
Directors,  and  District  IMrectors  are 
authorized  to  serve  as  the  presiding  of¬ 
ficer,  and  to  designate  other  Food  and 
Drug  Administration  onployees  to  serve 
as  the  presiding  officer,  at  a  regulatory 
hearing  and  to  conduct  such  a  heating 
pursuant  to  the  provisions  of  Part  16  of 
this  chapter.  An  official  can  serve  as  the 
presiding  officer  In  a  particular  hearing 
only  if  he  satisfies  the  requirements  of 
S  16.40(b)  of  this  chapter  with  respect 
to  the  action  that  Is  the  subject  of  ^e 
heating.  Such  officials  are  delegated  au¬ 
thority  vested  In  the  Secretary  of  Agri¬ 
culture  by  7  U.S.C.  2217  (43  Stat.  803) 
to  administer  or  to  take  from  any  person 
an  oath,  affirmation,  or  deposition  for 


use  In  any  prosecution  or  proceeding 
under,  or  In  enforcement  of,  any  law  as 
cited  In  this  part. 

§  5.35  Eaforcemenl  activities. 

(a)  Duly  appointed  and  authorized  U- 
spectors,  officers,  and  employees  of  the 
FYxxl  and  Drug  Admlnlstratkm  who  have 
been  issued  the  Food  and  Drug  Admin¬ 
istration  official  credentials  consisting  of 
Fbrm  FD-200a  entitled  ‘'Identification 
Record”  and  Form  FD-200b  entitled 
“Speclficatkm  of  General  Authority”  are 
designated  by  the  Commissioner  of  Food 
and  Drugs; 

(1)  To  conduct  examinations.  Inspec¬ 
tions.  and  investigations;  torcoUect  and 
obtain  samples;  to  have  access  to  and 
to  copy  and  verify  records;  and  to  super¬ 
vise  compliance  operations,  for  the  en¬ 
forcement  of  the  FWeral  Food,  Drug,  and 
Cosmetic  Act,  the  Fair  Packaging  and 
Labeling  Act,  the  Federal  Caustic  Poison 
Act,  the  Import  Milk  Act.  the  FUled  Milk 
Act.  the  Tea  Importation  Act,  and  section 
361  of  the  Public  Health  Service  Act. 

(2)  TO  administer  oaths  and  affirma¬ 
tions  under  section  1  of  the  Act  of  Jan¬ 
uary  31.  1925  (Ch.  124,  43  Stat  803); 
sections  12  to  15  of  Reorganization  Plan 
No.  IV,  effective  June  30,  1940;  and  Re- 
organlzatl<m  Plan  No.  1  of  1953,  effective 
April  11. 1953. 

(b)  I^y  appointed  sind  authorized 
Inspectors,  officers,  and  employees  of  the 
Food  and  Drug  Administration  who  have 
been  Issued  the  Fbod  and  Drug  Adminis¬ 
tration  official  credentials  consisting  of 
Form  FD-200a  entitled  ‘Tdentifleation 
Record”  and  FV>rm  FD-200c  entitled 
“SpecUlcatlon  of  General  and  Special 
Authority”  are  designated  by  the 
Commissioner  of  Food  and  Drugs : 

(1)  To  perform  the  duties  enumerated 
In  paragraph  (a)  (1)  and  (2)  of  this 
section. 

(2)  As  officers  and  employees  having 
the  authority  to  request  and  the  author¬ 
ity  to  have  access  to  and  copy  and  verify 
records  and  reports  required  by  sections 
505  (i)  and  (J),  507  (d)  and  (g),  and 
512  (1)  and  (m)  of  the  Federal  Fbod. 
Drug,  and  Cosmetic  Act  (21  U.S.C.  355 
(1)  and  (J),  357  (d)  and  (g),  and  360b 
(1)  and  (m) ) . 

(c)  The  Fbod  and  Drug  Administra¬ 
tion  official  credentials  referred  to  in 
paragraphs  (a)  and  (b)  of  this  section 
are  described  as  follows: 

(1)  Form  FT)-200a  entitled  “Identifica¬ 
tion  Record”  bears  a  color  photograph, 
description,  and  signature  of  the  bearer, 
an  Identification  number,  an  expiration 
date,  the  Department  of  Hetdth,  Educa¬ 
tion,  and  Welfare  seal  with  blue  Imprint 
centered  to  the  left  of  the  photograph 
and  the  Food  and  Drug  Administration 
symbol  centered  to  the  right  of  the  photo¬ 
graph. 

(2)  Form  FD-200b  entitled  “Specifica¬ 
tion  of  General  Authority”  b^rs  the 
holder’s  name,  his  general  authority,  ail 
Identification  number,  an  expiration 
date,  and  the  Commissioner's  signature. 

(3)  Form  FD-200C  entitled  “Speclflm- 
tlon  of  General  and  Special  Authority” 
bears  the  holder’s  name,  his  general  and 
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special  authority,  an  identification  num¬ 
ber,  an  expiration  date,  and  the  Com- 
ml^ioner’s  signature  and  is  supolm- 
posed  in  the  lower  right  comer  with  a 
red.  white,  and  blue  stripe  imprint. 

(4)  Both  Form  PD-200b  and  Form 
FD-200C  bear  the  name  of  the  Depart¬ 
ment  of  Health,  Educatdcm,  and  Welfare, 
Public  Health  Service,  and  Food  and 
Drug  Administration  and  are  superim¬ 
posed  with  the  Department  seal  with 
blue  imprint. 

(d)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  refuse  admission  of  non¬ 
complying  electronic  product  imports 
and  to  notify  the  Secretary  of  the  Treas¬ 
ury  of  such  refusal  under  section  360  (a) 
of  the  Public  Health  Service  Act  and 
are  authorized  to  refuse  or  to  grant  per¬ 
mission  and  time  extensions  to  bring 
such  products  into  cxxnpliance,  and  are 
authorized  to  supervise  or  designate  an 
official  to  supervise  such  operations 
junder  section  360(b)  of  the  act. 

(e)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  and 
the  Director  of  the  Division  of  Compli¬ 
ance  of  that  Bureau  are  authorized  to 
perform  all  of  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  under  sec¬ 
tion  360A(a)  of  the  Public  Health  Serv¬ 
ice  Act  relating  to  electronic  product 
safety  and  inspection  of  electronic  prod¬ 
uct  manufacturers’  premises,  and  to  per¬ 
form  all  of  the  functions  of  ^e  Commis¬ 
sioner  of  Food  and  Drugs  imder  section 
360A(b)  of  the  act  relating  to  the  estab- 
listunent,  maintenance,  and  inspection  of 
electronic  product  manufacturers’  rec¬ 
ords. 

(f)  ’The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  designate  officials  to  make 
accident  and  investigation  reports  under 
section  360A(d)  of  the  Public  Health 
Service  Act. 

(g)  ’The  Director,  Deputy  Director,  and 
Associate  Director  of  the  Bureau  of  Bio¬ 
logies  and  the  Director  of  the  Division  of 
Compliance  of  that  Bureau  may  author¬ 
ize,  pursuant  to  section  351  (c>  of  the 
Public  Health  Service  Act  (42  U.S.C.  262 
(c)),  any  officer,  agent,  or  employee  to 
enter  and  Inspect  any  establishment 
which  is  subject  to  the  provisions  of  sec¬ 
tion  351  of  the  act  (42  U.S.C.  262) . 

§  5.36  Certification  following  inspec¬ 
tions. 

Regional  Food  and  Drug  Directors*  and 
District  Directors  are  authorized  to  issue 
certificates  of  sanitation  under  $  1240.20 
of  this  chapter. 

§  5.37  Issuance  of  reports  of  minor 
violations. 

(a)'  ’The  following  officials  are  author¬ 
ized  to  perform  all  the  functions  of  the 
Cmnmlssioner  of  Food  and  Drugs  imder 
section  306  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  regarding  the  Issuance 
of  written  notices  or  warnings: 

(1)  ’The  Director  and  Deputy  Director 
of  the  Biuieau  of  Drugs  and  the  Associ¬ 
ate  Director  and  D^mty  Associate  Direc¬ 
tor  tor  Compliance  of  that  Bureau. 


(2)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Foods  and  the  Associate 
Director  and  Deputy  Associate  Director 
for  C(»npliance  of  that  Bureau. 

(3)  ’The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine 
and  the  Director  and  Deputy  Director  of 
the  Division  of  Compliance  of  that 
Bureau. 

(4)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Medical  Devices  and 
Diagnostic  Products  and  the  Director 
of  the  Division  of  Compliance  of  that 
Bureau. 

(5)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Biologies,  and  the  Asso¬ 
ciate  Director  and  the  Director  of  the 
Division  of  Compliance  of  that  Bureau. 

(b)  ’The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  are 
authorized  to  perform  all  the  functions 
of  the  Commissioner  of  Pood  and  Drugs 
under  section  360C(d)  of  the  Public 
Health  Service  Act  regarding  the  issu¬ 
ance  of  written  notices  or  warnings. 

§  5.45  Imports. 

(a)  The  Regional  Pood  and  Drug  Di¬ 
rectors  and  District  Directors  are  author¬ 
ized  to  designate  officials  who  may  re¬ 
quest,  under  section  801(a)  of  the  FM- 
eral  Pood,  Drug,  and  Cosmetic  Act,  from 
the  Secretary  of  the  ’Tresisury  samples 
of  foods,  drugs,  devices,  or  cosmetics  im¬ 
ported,  or  offered  for  Import,  in  order  to 
determine  whether  such  articles  are  in 
compliance  with  the  act. 

(b)  ’Ihe  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health, 
and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  are  authorized  to 
request,  under  section  360(a)  of  the  Pub¬ 
lic  Health  Service  Act,  from  the  Secre¬ 
tary  of  the  ’Treasury  samples  of  elec¬ 
tronic  products  imported  or  offered  for 
Import  in  order  to  determine  whether 
such  articles  are  in  compliance  with  the 
act. 

(c)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health, 
and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  may,  under  sec¬ 
tion  360B(b)  of  the  Public  Health  Serv¬ 
ice  Act,  exempt  persons  from  Issuing  a 
certification  as  required  by  section 
358(h)  of  the  act,  for  electronic  products 
imported  into  the  United  States  for  test¬ 
ing,  evaluation,  demonstrations,  or  train¬ 
ing,  which  will  not  be  Introduced  into 
commerce  and  upon  completion  of  their 
function,  will  be  destroyed  or  exported  in 
accord  with  Bureau  of  Customs  regula¬ 
tions. 

(d)  The  Regional  Food  and  Drug  Di¬ 
rectors  and  District  Directors  are  au¬ 
thorized  to  exercise  all  of  the  fimctions 
of  the  Commissioner  of  Food  and  Drugs 
under  section  362  of  the  Public  Health 
Service  Act  (42  n.S.C.  265)  that  relate 
to  the  prohibition  of  the  introduction  of 
foods,  drugs,  devices,  cosmetics,  and  elec¬ 
tronic  products  and  other  items  or  prod¬ 
ucts  regulated  by  the  Food  and  Drug 
Administration  into  the  United  States 
when  it  is  determined  that  it  is  required 
in  the  Interest  of  public  health,  and  such 
functions  relate  to  the  law  enforcement 


functions  of  the  Food  and  Drug  Admin¬ 
istration. 

§  5.46  Manufarlurer^s  resident  import 
agents. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  reject  manufacturers’  des¬ 
ignations  of  resident  import  agents  pur¬ 
suant  to  §  1005.25(b)  of  this  chapter. 

§  5.61  Issuanee  of  notices  of  filing  of 
petitions  and  notices  of  proposed 
rule  making  pertaining  to  food  stand¬ 
ards,  food  additives,  and  color  addi¬ 
tives. 

'The  Director  of  the  Bureau  of  Foods 
is  authorized  to  perform  all  the  func¬ 
tions  of  the  Commissioner  of  F\x>d  and 
Drugs  under  sections  401,  409,  and  706 
of  the  Federal  Food,  Drug,  and  CTosmetic 
Act  regarding  the  issuance  of  notices  of 
filing  of  petitions  and  notices  of  pro¬ 
posed  rule  making  pertaining  to  food 
standards,  food  additives,  smd  color 
additives. 

§  5.63  Detention  of  meat,  poultry,  eggs, 
and  related  products. 

The  Regional  Food  and  Drug  Directors 
and  District  Directors  are  authorized  to 
perform  and  to  designate  other  ofllclals 
to  perform  all  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  under: 

(a)  Section  409(b)  of  the  Federal  Meat 
inspectiem  Act  (21  U.S.C.  679(b))  which 
relate  to  the  detention  of  any  carcass, 
part  thereof,  meat,  or  meat  product  of 
cattle,  sheep,  swine,  goats,  or  equines. 

(b)  Section  24(b)  of  the  Poultry  Prod¬ 
ucts  Inspection  Act  (21  U.S.C.  467f(b)) 
which  relate  to  the  detention  of  any 
poultry  carcass,  part  thereof,  or  poultry 
product. 

(c)  The  Egg  Products  Inspection  Act 
(21  U.S.C.  1031etseq.) 

§  5.64  Certification  of  color  additives. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Foods,  the  Associate  Di¬ 
rector  and  Deputy  Associate  Director  for 
Technology,  and  the  Director  and  Dep¬ 
uty  Director  of  the  Division  of  Color 
Technology  of  that  Bureau  are  author¬ 
ized  to  certify  batches  of  color  additives 
for  use  in  foods,  drugs,  or  cosmetics, 
imder  section  706  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

§5.66  .\pproval  of  schools  pru\i<iiiig 
^  food-processing  instruction. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Foods  are  authorized  to 
perform  all  of  the  functions  of  the  Com¬ 
missioner  of  Food  and  Drugs  under 
S  113.10  of  this  chapter  regarding  the 
approval  of  schools  giving  instruction  in 
retort  operations,  processing  systems  op¬ 
erations,  aseptic  processing  and  pack¬ 
aging  systems  operations,  and  container 
closure  inspections. 

§  .5.68  Itiduance  and  revocation  of  li- 
ccndcd  for  the  propagation  or  manu¬ 
facture  and  preparation  of  hiological 
produetd. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Biologies  and  the  Asso¬ 
ciate  Director  of  that  Bureau  are  author- 
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ized  to  Issue  licenses  under  section  351  of 
the  Pxibllc  Health  Service  Act  (42  UH.C. 
262)  for  propagation  or  manufacture  and 
preparation  of  biological  products  as 
specified  in  the  act,  and  to  revoke  such 
licenses  at  the  manufacturer’s  request 

§  3.70  Issuance  of  notices  implement¬ 
ing  the  provisions  of  the  Drug 
Amendments  of  1962. 

The  Directw  and  Deputy  Director  of 
the  Bureau  of  Drugs  are  authorized  to 
Issue  notices  and  amendments  thereto 
implementing  section  107(c)(3)  of  the 
Drug  Amendments  oT  1962  (Pub.  L.  87- 
781)  by  announcing  new  or  revised  eflB- 
cacy  findings  on  human  drugs  that  are  or 
were  subject  to  the  provisions  of  sectitms 
505  and  507  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  (21  UJ3.C.  355  and 
357). 

§  5.71  Termination  of  exemptions  for 
new  flrugs  for  investigational  use  in 
human  lyings  or  in  animals. 

(a)  The  Dlirector  and  Deputy  Director 
of  the  Bureau  ol  Ihiigs  are  authorized 
to  perform  all  the  fimctlons  of  the  Com* 
mlssloner  of  Food  and  Drugs  with  regard 
to  the  termination  of  exemptions  for  new 
drugs  for  investigational  use  in  human 
beings  under  8  312.1  and  in  animals  im- 
der  8  312.9  of  this  chapter,  exc^t  those 
pertaining  to  biological  products  (unless 
the  product  is  also  a  radioactive  drug), 
urokinase  products,  and  ingredients 
packaged  together  with  containers  in¬ 
tended  for  the  coUection,  processing,  or 
storage  of  blood  or  Idood  components  for 
which  authority  has  been  delegated  in 
paragraph  (b)  of  this  seetlon.  The  Asso¬ 
ciate  Director  and  Deputy  Associate  Di¬ 
rector  for  New  Drug  Evaluation  and  the 
Directors  of  tiie  Divisions  of :  Anti- 
Inf  ecUve  Ehug  Products;  Cardlo-Renal 
Drug  Products;  Surgical-Dental  Drug 
Products;  Metabolism  and  Endocrine 
Drug  Products;  Neunqi^iannacologlcal 
Drug  Products;  and  Oncology  and 
RadiiH^iarmaceutical  Drug  Products  of 
the  Biu^u  of  Drugs  are  authorized  to 
notify  sponsors  Mid  Invite  correction 
before  termination  aetkm  <m  such 
exemptions. 

(b)  The  Director,  Deputy  Director,  and 
Associate  Director  of  the  Bureau  of  Bi¬ 
ologies  are  authorized  to  perform  all  the 
fimctlons  of  the  Commissioner  of  Food 
and  Drugs  with  regard  to  the  termina¬ 
tion  of  exemptions  for  new  drugs  for  in¬ 
vestigational  use  in  human  beings  under 
8  312.1  and  in  animals  under  8  312.9  of 
this  chapter  pertaining  to  nonradioactive 
biological  products  subject  to  the  licens¬ 
ing  provisions  of  section  351  of  the  Public 
Health  Service  Act  (42  UH.C.  262),  non- 
radloactlve  urokinase  products,  and  in¬ 
gredients  packaged  together  with  con¬ 
tainers  intended  for  the  collection,  proc¬ 
essing,  or  storage  of  blood  or  blood  com¬ 
ponents. 

(c)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Veterinary  Medicine  are 
authorized  to  perform  all  the  functions 
of  the  Comminloner  of  Food  and  Drugs 
with  regard  to  the  termination  of  exemp¬ 
tions  for  new  animal  drugs  for  investlga- 
tlimal  use  in  animals  under  8  511.1  of 
this  chapter. 


g  5.73  Certification  insulin. 

'The  Director,  Deputy  Director,  and  the 
Associate  Director  and  Deputy  Associate 
Director  for  Compliance  of  the  Bureau 
of  Drugs,  the  Dilator  and  Deputy  Di¬ 
rector  of  the  Division  trf  Drug  Product 
Quality  of  that  Bureau,  and  ttie  Chief 
and  Assistant  Chief  of  the  Certification 
Services  Branch  of  that  Division  and  Bu¬ 
reau  are  authorized  to  certify  or  reject 
batches  of  drugs  containing  insulin,  pur¬ 
suant  to  section  506(a)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

§  5.75  Designation  of  official  master 
and  working  standards  for  antibiotic 
drugs. 

The  Director,  Deputy  Director,  and  As¬ 
sociate  Director  for  Pharmaceutical  Re¬ 
search  and  Testing  of  the  Bureau  of 
Drugs,  and  the  Director  of  the  National 
Center  for  Antibiotics  Analysis  of  that 
Bureau  are  authorized  to  designate  of¬ 
ficial  Food  and  Drug  Administration 
master  and  working  standards  for  anti¬ 
biotic  drugs  under  8  430.5  of  this  chapter. 

g  5.76  Certification  of  antibiotic  dmgs. 

The  Director,  Deputy  Director,  and  the 
Associate  Director  and  Deputy  Associate 
Director  for  Compliance  of  the  Bureau  of 
Drugs,  the  Director  and  Deputy  Director 
of  the  Division  of  Drug  Product  Quality 
of  that  Bureau,  and  the  Chief  and  As¬ 
sistant  Chief  of  the  Certification  Services 
Branch  of  that  Division  and  Bureau  are 
authorized  to  certify  or  reject  batches 
of  antibiotic  drugs,  or  any  derivative  of 
these  drugs,  pinrsuant  to  sections  507(a) 
and  512(n)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

g  5.78  laananoe,  amend ment,  or  repteal 
of  regulations  pertaining  to  antibiotic 
drugs  for  human  use. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Drugs  and  the  Assistant 
Director  for  Regulatory  Affairs  are  au¬ 
thorized  to  perform  all  of  the  functiems 
of  the  Commissioner  of  PUod  and  Drugs 
under  section  507  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  regarding  the 
issuance,  amendment,  or  repieal  of  regu¬ 
lations  pertaining  to  antibiotic  drugs  for 
human  use. 

g  5.80  Approval  of  new-drug  applica¬ 
tions  and  their  supplements. 

(a)  The  Director,  Deputy  Director,  and 
Associate  Director  for  New  Drug  BvMua- 
tion  of  the  Bureau  of  Drugs  are  author¬ 
ized  to  perform  all  the  functions  of  the 
Commissioner  of  Food  and  Drugs  with 
regard  to  approval  of  new-dnig  applica¬ 
tions  and  supplements  thereto  which  are 
for  drugs  for  human  use  and  have  been 
submitted  pursuant  to  section  505  of  the 
Federal  Fc^,  Drug,  and  Cosmetic  Act, 
except  those  pertaining  *to  uroklnctfe 
products  and  ingredients  packaged  to¬ 
gether  with  containers  intended  for  ^e 
collection,  processing,  or  storage  of  blood 
and  blood  component  for  which  author¬ 
ity  has  been  delegated  in  paragraph  (b) 
of  this  section. 

(1)  The  Directors  of  the  Divisions  of: 
Anti-Infective  Drug  Products;  Cardlo- 
Renal  Drug  Products;  Surgical-Dental 
Drug  Products;  Metabolism  and  Endo¬ 


crine  Drug  Products;  Neuropharmaco- 
logical  Drug  ProdiMsts;  and  Oncology  and 
Radiopharmaceutical  Drug  Products  of 
the  Bureau  of  Drugs  are  autiu^ized  to 
perform  all  the  fimctkms  of  the  Commis¬ 
sioner  of  Food  and  Drugs  with  regard  to 
approval  of  supplemental  applications  to 
approved  new  drug  applications  which 
are  for  drugs  for  human  use  and  have 
been  submitted  pursuant  to  88  314.1(c) 
and  31%.8  of  this  chapter,  except  those 
pertaining  to  urokinase  products  and  in¬ 
gredients  packaged  together  with  con¬ 
tainers  intended  for  the  collection,  proc¬ 
essing.  or  storage  of  blood  and  blood 
components  for  which  authority  has  been 
delegated  in  paragraph  (b)  of  this  sec¬ 
tion. 

(2)  The  Associate  and  Deputy  Associ¬ 
ate  Director  for  Drug  Monographs  and 
the  Director  of  the  Division  of  Generic 
Drug  Monographs  of.  the  Bureau  of  Drugs 
are  authorized  to  perform  all  the  func¬ 
tions  of  the  CcMnmissioner  of  Food  and 
Drugs  regarding  the  approval  of  abbre¬ 
viated  new  drug  applications  and  supple¬ 
ments  thereto  whikdi  are  for  drugs  for 
human  use  and  have  been  submitted  pur¬ 
suant  to  88  314.1(f)  and  314.8  of  this 
chapter,  except  those  pertaining  to  uro¬ 
kinase  products  and  Ingredients  pack¬ 
aged  together  with  containers  intended 
for  the  collection,  processing,  or  storage 
of  blood  and  blood  ccMnponents  for  which 
authmity  has  been  delegated  in  para¬ 
graph  (b)  of  this  section. 

(b)  The  Director.  Deputy  Director, 
and  Associate  Director  of  the  Bureau  of 
Biologies  are  authorized  to  perform  all 
the  functions  of  the  Commissioner  of 
Food  and  Drugs  with  regard  to  the  ap¬ 
proval  of  new  drug  applications  and  sup- 
plonents  thereto  which  are  for  drugs  for 
human  use  pertaining  to  urokinase  prod¬ 
ucts  and  ingredients  packaged  together 
with  containers  Intended  for  the  coUec¬ 
tion.  processing,  or  storage  of  blood  or 
blood  components  and  which  have 
submitted  pursuant  to  section  505  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 

S  5.82  lasuance  of  notices  relating  to 
proposals  to  refuse  approval  or  to 
withdraw  approval  of  new-drug  ap¬ 
plications  and  their  supplements. 

(a)  The  Director  and  Deputy  Director 
of  the  Bureau  of  Drugs  are  author!^ 
to  issue  notices  of  an  (v>portunlty  for  a 
hearing  on  proposals  to  refuse  approval 
or  to  withdraw  approval  of  new  drug  ap¬ 
plications  and  abbreviated  new  drug 
applications  and  supplements  thereto 
which  are  for  drugs  for  human  use  and 
have  been  submitted  pursuant  to  section 
505  of  the  Federal  Food,  Drugs,  and  Cos¬ 
metic  Act  and  IS  314.1  and  314.8  of  this 
chapter,  except  those  pertaining  to 
luokinase  products  and  Ingredi^ts 
packaged  together  with  containers  in- 
t^Kled  for  the  coUection.  processing,  or 
storage  of  blood  and  blood  compements 
for -which  authority  has  been  delegated 
in  paragraph  (b)  of  this  section,  and  to 
issue  notices  of  withdrawal  of  approval 
when  (H>porcunity  for  hiring  has  been 
waived. 

(b)  The  Director,  Deputy  Director,  and 
Associate  Ihrector  of  the  Bureau  of 
Biologies  are  authorized  to  issue  notices 
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of  opportunity  for  hearing  on  proposals 
to  refuse  approval  or  to  withdraw  ap¬ 
proval  of  new  drug  applications  and  ab¬ 
breviated  new  drug  applicatiMis  and  sup¬ 
plements  thereto  which  are  for  drugs  for 
hvunan  use  pertaining  to  urokinase  prod¬ 
ucts  and  ingredients  packaged  together 
with  containers  intended  for  the  collec¬ 
tion,  processing,  or  storage  of  blood  or 
blood  components  and  which  have  been 
submitted  pursuant  to  section  505  of  the 
Federal  Pood,  Drug,  and  Cosmetic  Act 
and  §§  314.1  and  314.8  of  this  chapter, 
and  to  issue  notices  of  withdrawal  of  ap¬ 
proval  when  opportunity  for  hearing  has 
been  waived. 

§  5.83  .4pproval  of  new  animal  drug 
applications  and  their  supplements. 

The  Director  of  the  Bureau  of  Veteri¬ 
nary  Medicine  is  authorized  to  perform 
all  the  functions  of  the  Conunissioner 
of  Food  and  Drugs  with  regard  to  the 
approval  of  new  animal  drug  applica¬ 
tions,  and  supplements  thereto,  for  new 
animal  drugs  submitted  pursuant  to  sec¬ 
tion  512  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act.  The  Director  of  the  Divi¬ 
sion  of  Animal  Feeds  of  the  Bureau  of 
Veterinary  Medicine  is  authorized  to 
perform  the  functions  of  the  Commis¬ 
sioner  with  regard  to  the  approval  of 
applications  for  animal  feeds  containing 
new  animal  drugs. 

§  5.84  Issuance  of  notices  relating  to 
proposals  to  refuse  approval  t»r  to 
withdraw  approval  of  new  animal 
drug  applications  and  their  supple* 
ments. 

The  Director  of  the  Bureau  (rf  Veteri¬ 
nary  Medicine  is  authorized  to  issue  no¬ 
tices  of  an  opportunity  for  a  hearing  on 
proptosals  to  refuse  approval  or  to  with¬ 
draw  approval  of  new  animal  drug  appli¬ 
cations  and  new  animal  drug  application 
supplements  for  drugs  fOT  animal  use 
submitted  pursuant  to  section  512  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 
to  issue  notices  oi  withdrawal  of 
approval  when  opportunity  for  hearing 
has  been  waived. 

§  5.86 ,  Cranking  and  withdrawing  vari¬ 
ances  from  performance  standards 
for  electronic  products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiologlced  Health  are 
authorized  to  grant  smd  withdraw  vari¬ 
ances  frmn  the  provisions  of  porform- 
ance  standards  for  electronic  products 
established  in  Subchapter  J  of  this  chap¬ 
ter. 

§  5.87.  Exemptions  from  performance 
Standards  for  electronic  producU. 

'Hie  Director  of  the  Bureau  of  Radio¬ 
logical  Health  is  authorized  to  exempt 
from  p>erformance  standards  any  elec¬ 
tronic  product  intended  solely  or  pre¬ 
dominantly  for  departments  or  agencies 
of  the  United  States  tmder  section  358 
(a)  (5)  of  the  Public  Health  Service  Act. 

§  5.88  Testing  programs  and  methods 
of  certification  and  identification  for 
electronic  products. 

The  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health 
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and  the  Director  of  the  Division  of  Com¬ 
pliance  of  that  Bureau  are  authorized  to 
review  and  evaluate  industry  testing  pro¬ 
grams  under  section  358(g)  of  the  Public 
Health  Service  Act,  and  to  approve  or 
disapprove  alternate  methods  of  certifi¬ 
cation  and  identification  and  to  disap¬ 
prove  testing  programs  upon  which 
certification  is  based  under  section 
358(h)  of  the  act. 

§  5.89  INotification  of  defects  in,  and 
repair  or  replacement  of,  electronic 
prmlucts. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  perform  all  the  functions 
of  the  Commissioner  of  Food  and  Drugs 
relating  to  notification  of  defects  in,  and 
repair  or  replacement  of,  electronic  prod¬ 
ucts  imder  section  359  of  the  Public 
Health  Service  Act  and  under  §§  1003.11, 
1003.22,  1003.31,  1004.2,  1004.3,  1004.4. 
and  1004.6  of  this  chapter.  The  Director 
of  the  Division  of  CTompliance  of  the 
Bureau  of  Radiological  Health  is  author¬ 
ized  to  notify  manufacturers  of  defects 
in,  and  noncompliance  of,  electronic 
products  under  section  359(e)  of  the 
Public  Health  Service  Act. 

§  5.90  I>fanufa<'lurrrs  requirement  to 
provide  data  to  ultimate  pureliaMerK 
t>f  elei'troiiie  products. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  require  manufacturers  to 
provide  performance  and  technical  data 
to  the  ultimate  purchaser  of  electronic 
products  under  section  360A(c)  of  the 
Public  Health  Service  Act. 

§  5.91  Dealer  and  distributor  direction 
to  provide  data  to  manufacturers  of 
electronic  products. 

Tlie  Director  and  Deputy  Director 
of  the  Bureau  of  Radiological  Health  and 
the  Director  of  the  Division  of  Compli¬ 
ance  of  that  Bureau  are  authorized  to 
direct  dealers  and  distributors  of  elec¬ 
tronic  products  to  furnish  information 
on  first  purchasers  of  such  products  to 
the  manufacturer  of  the  product  imder 
section  306A(f)  of  the  Public  Health 
Service  Act. 

§  5.92  Acceptance  of  assistance  from 
State  and  local  authorities  for  en¬ 
forcement  of  radiation  control  leg¬ 
islation  and  regulations. 

The  Director  and  Deputy  Director  of 
the  Bureau  of  Radiological  Health  are 
authorized  to  accept  assistance  frcHn 
State  and  local  authorities  engaged  in 
activities  related  to  health  or  safety  or 
consumer  protection  tm  a  reimbursable 
basis  or  otherwise,  under  section  360E  of 
the  Public  Health  Service  Act. 

Subpart  C— Organization 

§  5.100  Headquarters. 

The  central  organization  of  the  Food 
and  Drug  Administration  consists  of  the 
following: 


OFFICZ  or  THE  COMMISSIONER  > 

Commissioner  of  Food  and  Drugs. 

Deputy  Commissioner. 

Administrative  Law  Judge. 

Associate  Commissioner  for  Compliance. 
Hearing  Clerk. 

Associate  Commissioner  for  Medical  Affairs. 
Associate  Commissioner  for  Science. 

Associate  Commissioner  for  Administration. 
Assistant  Commissioner  for  Public  Affairs. 
Assistant  Commissioner  for  Planning  and 
Evaluation. 

Assistant  Commissioner  for  Professional  and 
Consumer  Programs. 

BUREAU  OF  BIOLOGICS  • 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Virology. 

Division  of  Blood  and  Blood  Products. 
Division  of  Ctmtrol  Activities. 

Division  of  Pathology. 

Division  of  Bacterial  Products. 

BUREAU  OF  DRUGS  ^ 

Office  of  the  Director. 

Office  of  Planning  and  Evaluation. 

Associate  Director  for  Drug  Monographs. 
Division  of  ore  Drug  Evaluation. 

Division  of  Biopharmaceutics. 

Division  of  Oeneric  Drug  Monographs. 
Associate  Director  for  Biometrics  and  Epi¬ 
demiology. 

Division  of  Biometrics. 

Division  of  Poison  Control. 

Division  of  Drug  Experience. 

Associate  Director  for  Compliance. 

Division  of  Methadone  Monitoring. 

Division  of  Drug  Product  Quality. 

Division  of  Drug  Labeling  Compliance. 
Division  of  Drug  Manufacturing. 

Associate  Director  for  Pharmaceutical  Re¬ 
search  and  Testing. 

Division  of  Drug  Biology. 

Division  of  Drug  Chemistry. 

National  Center  for  Antibiotics  Analysis. 
National  Center  for  Drug  Analysis. 

Associate  Director  for  New  Drug  Evaluation 
Division  of  Anti -Infective  Drug  Products. 
Division  of  Cardlo-Renal  Drug  Products. 
Division  of  Surgical-Dental  Drug  Products. 
Division  of  Metabolism  and  Endocrine  Drug 
Products. 

Division  of  Neuropharmacologlcal  Drug  Prod¬ 
ucts. 

Division  of  Oncology  and  Radiopharmaceu¬ 
tical  Drug  Products. 

Dlvrilon  of  Drug  Advertising. 

Associate  Director  for  Information  Systems. 
Division  of  Drug  Information  Resources. 
Division  of  Information  Systems  Design. 
Medical  Library. 

BUREAU  OF  ^OODS* 

Office  of  the  Director. 

Associate  Director  for  Compliance. 

Division  of  Regulatory  Guidance. 

Division  of  Compliance  Programs. 

Division  of  Industry  Programs. 

Division  of  Food  and  Color  Additives. 
Associate  Director  for  Sciences. 

Division  of  Chemistry  and  Physics. 

Division  of  Toxicology. 

Division  of  Pathology. 

Division  of  Microbiology. 

Division  of  Mathematics. 

Associate  Director  for  Technology. 

Division  of  Pood  Technology. 

Division  of  Chemical  Technology. 


I  Mailing  address:  6600  Fishers  Lane,  Rock¬ 
ville.  MD  20867. 

*MaUing  address:  8800  Rockville  Plk8f 
Bethesda,  MD  80014. 

•  Mailing  address:  200  C  St.  SW..  Washing¬ 
ton.  D.C.  20204. 
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Division  of  Color  Technology. 

Division  of  Cosmetics  Technology. 

Associate  Director  for  Nutrition  and  Con¬ 
sumer  Sciences. 

Division  of  Consumer  Studies. 

Division  of  Food  Service. 

Division  of  Nutrition. .  * 

BUREAU  or  MEDICAL  DEVICES  AKD 
DIAGNOSTIC  PRODUCTS  ^ 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Diagnostic  Product  Standards  and 
Research. 

Division  of  Medical  Device  Standards  and 
Research. 

Division  of  Classification  and  Scientific 
Evaluation. 

BUREAU  or  RADIOLOGICAL  HEALTH  I 

Office  of  the  Director. 

Division  of  Compliance. 

Division  of  Biological  Effects. 

Dlvls^n  of  Electronic  Products. 

Division  of  Radioactive  Materials  and  Nu¬ 
clear  Medicine. 

Division  of  Training  and  Medical  Applica¬ 
tions. 

Bureau  or  Veterinart  Medicine^ 

Office  of  the  Director. 

Division  of  Veterinary  Medical  Research. 
Division  of  Drugs  for  Avian  Species. 

Division  of  Drugs  for  Ruminant  Species. 
Division  of  Drugs  for  Swine  and  Minor 
Species. 

Division  of  Drugs  for  Non-Food  Animals. 
Division  of  Compliance. 

Division  of  Surveillance. 

Division  of  Animal  Feeds. 

EXECUTIVE  DIRECTOR  Or  REGIONAL  OPERATION^  ' 

Office  of  the  Executive  Director. 

Division  of  Field  Operations. 

Division  of  Planning  and  Analysis. 

Division  of  Federal -State  Relations. 

National  Center  for  Toxicological 
Research  ‘ 

Office  of  the  Director. 

Office  of  Program  and  Resource  Planning. 
Division  of  Animal  Husbandry. 

Division  of  Microbiology  and  Immunology. 
Division  of  Diet  Preparation. 

Division  of  Facilities  Engineering  and 
Maintenance. 

Division  of  Chemistry. 

Division  of  Scientific  Information  Systems. 
Division  of  Analytical  Services. 

Division  of  Carcinogenic  Research. 

Division  of  Teratogenic  Reseeu'ch. 

Division  of  Mutagenic  Research. 

Division  of  Molecular  Biology. 

§  5.105  Assistant  General  Counsel  for 
Food  and  Drugs,  Office  of  General 
Counsel,  Department  of  Health,  Ed¬ 
ucation,  and  Welfare. 

Assistant  General  Counsel  for  Food 
and  Drugs,  Room  6-57,  5600  PTshers 
Lane,  Rockville,  MD  20857. 

§5.110  FD.4  Public  Records  and  Docu¬ 
ments  Center. 

The  FDA  Public  Records  and  Docu¬ 
ments  Center,  HFC-18,  is  located  in  Rm. 
4-62,  Parklawn  Bldg.,  5600  Fishers  Lane, 
Rockville.  MD  20857.  Telephone:  301- 
443-6310. 


>  MaUlng  address:  5600  Fishers  Lane,  Rock¬ 
ville.  MD  a0867 

*  Mailing  address:  Jefferson,  AR  72079. 


§  5.115  Field  structure. 

Region  I 

Regional  Field  Office:  585  Commercial  Street, 
Boston.  MA  02100. 

District  Office:  585  Conunerclal  Street,  Bos¬ 
ton.  MA  02109. 

Winchester  Engineering  and  Analytical  Cen¬ 
ter:  109  Holton  Street,  Winchester,  MA 
01890. 

Region  II 

Regional  Field  Office:  850  Third  Avenue, 
Brooklyn.  NY  11232. 

District  Office:  850  Third  Avenue.  Brooklyn, 
NY  11232. 

District  Office:  599  Delaware  Avenue,  Buffalo, 
NY  14202. 

District  Office:  20  Evergreen  Place,  East 
Orange,  NJ  07018. 

District  Office:  Post  Office  Box  S-4427,  San 
Juan  Station,  San  Juan,  PR  00905. 

Region  HI 

Regional  Field  Office:  Room  1204,  Second  and 
Chestnut  Streets,  Philadelphia,  PA  19106. 

District  Office:  Room  1204,  Second  and 
Chestnut  Streets,  Philadelphia,  PA  19106. 

District  Office:  900  Madison  Avenue,  Balti¬ 
more,  MD  21201. 

Region  IV 

Regional  Field  Office:  880  West  Peachtree 
Street,  Atlanta,  OA  30309. 

District  Office:  880. West  Peachtree  Street, 
Atlanta,  OA  30309. 

District  Office:  297  Plus  Park  Boulevard, 
Nashville,  TN  37217. 

District  Office:  Post  Office  Box  L18,  Orlando, 
FL  32802. 

Region  V 

Regional  Field  Office:  Room  A-1046.  175  West 
Jackson  Boulevard,  Chicago,  IL  60607, 

District  Office:  Room  1222,  433  West  Van 
Buren  Street,  Chicago,  IL  60607. 

District  Office:  1141  Central  Parkway,  Cin¬ 
cinnati,  OH  45202. 

District  Office:  1560  East  Jefferson  Avenue, 
Detroit,  MI  48207. 

District  Office:  240  Hennepin  Avenue,  Mln- 
nei^iolls,  MN  65401. 

Minneapolis  Center  for  Microbiological  In¬ 
vestigations:  240  Hennepm  Avenue,  Min¬ 
neapolis,  MN  65401. 

Region  VI 

Regional  Field  Office:  3062  Bryan  Street, 
Dallas,  TX  75204. 

District  Office:  3032  Bryan  Street,  Dallas,  TX 
76204. 

District  Office:  Room  222,  423  Canal  Street, 
New  Orleans,  LA  70130. 

Houston  Section:  Suite  250, 1440  North  Loop, 
Houston,  TX  77009. 

Region  VII 

Regional  Field  Office:  1009  Cherry  Street, 
Kansas  City,  MO  64106. 

District  Office:  1009  Cherry  Street,  Kansas 
City,  MO  64106. 

Region  VIII 

Regional  Field  Office:  721  19th  Street.  UB. 
Customhouse,  Denver,  CO  80202. 

District  Office:  721  19th  Street,  U.S.  Custom¬ 
house,  Denver,  CO  80202. 

^  Region  IX 

Regional  Field  Office:  Room  618,  50  Fulton 
Street,  San  Francisco,  CA  94102. 

District  Office:  Room  618,  60  Pulton  Street, 
San  Francisco,  CA  94102. 

District  Office:  1521  West  Pico  Boulevard,  Los 
Angeles,  CA  90015. 


Region  X 

Regional  Field  Office:  Room  Sixj^s.  909  First 
Avenue,  Seattle,  WA  98104. 

District  Office:  Room  6003,  909  First  .Avenue, 
Seattle,  WA  98104. 


PART  7 — ENFORCEMENT  POLICY 

Subpart  A — General  Provisions 

Sec. 

7.1  Scope. 

7.3  Definitions. 

7.12  Guaranty. 

7.13  Suggested  forms  of  guaranty. 

Subparts  8-0 — [Reserved] 

Subpart  E — Criminal  Violations 

7.84  Informal  hearing  before  report  of  crim¬ 

inal  violation. 

7.85  Conduct  of  Informal  bearing  before  re¬ 

port  of  criminal  violation. 

7.87  Records  relating  to  hearings  conducted 
befOTe  report  of  criminal  violation. 

Authoritt:  Secs.  305,  701(a),  52  Stat.  1045, 
1065  (  21  U.S.C.  335,  371(a) ),  unless  otherwise 
noted. 

Subpart  A — General  Provisions 

§  7.1  S«*opo. 

This  part  governs  the  practices*  and 
procedures  applicable  to  regulatory  en¬ 
forcement  actions  initiated  by  the  Food 
and  Drug  Administration  pursuant  to 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (21  UJS.C.  301  et  seq.)  and  other 
laws  that  it  administers.  This  part  is 
promulgated  to  clarify  and  explain  the 
regulatory  enforcement  practices  and 
procedures  of  the  Food  and  Drug  Ad¬ 
ministration,  enhance  public  under¬ 
standing,  Improve  consumer  protection, 
and  assure  uniform  and  consistent  ap¬ 
plication  of  practices  and  procedures 
throughout  the  agency. 

§  7.3  Dennitions. 

(a)  “Agency”  means  tlie  Food  and 
Drug  Administration. 

(b)  “Notice'  of  Hearing”  means  the 
document  (Form  FD-466),  also  referred 
to  as  a  “citation”  or  “cite.”  that  provides 
notice  to  a  person  against  whom  crim¬ 
inal  prosecution  is  contonplated  of  the 
opportunity  to  present  his  views  to  the 
agency  regarding  an  alleged  violation. 

(c)  “Other  laws  administered  by  the 
Food  and  Drug  Administration”  includes, 
but  ts  not  limited  to.  the  Fair  Packaging 
and  Labeling  Act  (15  U.S.C.  1451  et  seq.> . 
the  Federal  Caustic  Poison  Act  (15  U.S.C. 
401-411),  the  Radiation  Control  for 
Health  and  Safety  Act  (42  U.S.C.  263b- 
263n) ,  and  provisions  of  the  Public 
Health  Service  Act  relating  to  biologies 
(sectiwi  351  (42  UB.C.  262)),  and  inter¬ 
state  quarantine,  including  milk  and  food 
service  and  shellfish  sanitation,  (section 
361  (42  UB.C.264)). 

(d)  “Responsible  individual”  includes 
those  in  positions  of  power  or  authority 
to  detect,  prevent,  or  correct  violations 
of  the  Federal  Pood.  Drug,  and  Cosmetic 
Act. 

(e)  “Respondent”  means  a  person 
named  in  a  Notice  of  Hearing,  who 
either  in  person,  by  designated  repre¬ 
sentative,  or  in  writing  presents  his  views 
concerning  an  alleged  violation. 
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§  7.12  Guaranty. 

In  case  of  the  giving  of  a  guaranty  or 
undertaking  referred  to  in  section  303 

(c)  (2)  or  (3)  of  the  act,  each  person 
signing  such  guaranty  or  undertaking 
shall  be  considered  to  have  given  it 

(Sec.  301,  52  St»t.  1042,  as  amended;  21 
U5.C.  331.) 

§  7.13  Suggested  forim  of  guaranty. 

(a)  A  guaranty  or  undertaking  re¬ 
ferred  to  in  section  303(c)  (2)  of  the  aict 
may  be: 

(1)  Limited  to  a  specific  shipment  or 
other  delivery  of  an  article,  in  which 
case  it  may  be  a  part  of  or  attached  to 
the  invoice  or  bill  of  sale  covering  such 
shipment  or  delivery,  or 

(2)  General  and  continuing,  in  which 
case,  in  its  application  to  any  shipment 
or  other  delivery  of  an  article,  it  shall 
be  considered  to  have  been  given  at  the 
date  such  article  was  shipped  or  deliv¬ 
ered  by  the  person  who  gives  the  guar¬ 
anty  or  undertaking. 

(b)  The  following  are  suggested  forms 
of  guaranty  or  imdertaking  under  sec¬ 
tion  303(c)  (2)  of  the  act: 

(1)  Limited  form  for  use  on  invoice  or 
bill  of  sale. 

(Name  of  person  giving  the  guaranty  or 
imdertaking)  hereby  guarantees  that  no  ar¬ 
ticle  listed  herein  is  adulterated  or  mis¬ 
branded  within  the  meaning  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  or  is  an  article 
which  may  not,  under  the  provisions  of  sec¬ 
tion  404,  505,  or  512  of  the  act,  be  introduced 
Into  interstate  commerce. 

(Signature  and  post-office  address  of  per¬ 
son  giving  the  guaranty  or  undertaking.) 

(2)  General  and  continuing  form. 

The  article  comprising  each  shipment  or 
other  delivery  hereafter  made  by  (name  of 
person  giving  the  guaranty  or  undertaking) 
to,  or  on  the  order  of  (name  and  post-office 
address  of  person  to  whom  the  guaranty  or 
ndertaking  is  given)  is  hereby  guaranteed, 
as  of  the  date  of  such  shipment  or  delivery, 
to  be,  on  such  date,  not  adulterated  or  mis¬ 
branded  within  the  meaning  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act,  and  not  an 
article  which  may  not,  under  the  provlstona 
of  section  404,  505,  or  512  of  the  act,  be  in¬ 
troduced  into  Interstate  commnoe. 

(Signature  and  post-office  address  of  per¬ 
son  giving  the  guaranty  of  undertaking.) 

(c)  The  application  of  a  guaranty  or 
undertaking  referred  to  in  section  303 
(c)  (2)  of  the  act  to  any  shipment  or 
other  delivery  of  an  article  shall  expire 
when  such  article,  after  shipment  or  de¬ 
livery  by  the  perscm  who  gave  such  guar¬ 
anty  or  imdertaking,  becomes  adulter¬ 
ated  or  misbranded  within  the  meaning 
of  the  act,  or  becomes  an  article  which 
may  not,  under  the  provisions  of  section 
404,  505,  or  512  of  the  act,  be  Introduced 
into  interstate  ccmimerce. 

(d)  A  guaranty  or  undertaking  re¬ 
ferred  to  in  section  303(c)  (3)  of  the  act 
shall  state  that  the  shipment  or  other 
delivery  of  the  color  additive  covered 
thereby  was  manufactured  by  a  signer 
thereoL  It  may  be  a  part  of  or  attached 
to  the  invoice  or  bill  of  sale  covering  such 
ccrilor.  If  such  shipm«it  or  ddlvery  is 
from  a  foreign  manufacturer,  such  guar¬ 
anty  or  undertaking  shall  be  signed  by 


such  manufacturer  and  by  an  agent  of 
such  manufacturer  who  resides  In  the 
United  States. 

(e)  The  following  are  suggested  forms 
of  guaranty  or  imdertaking  imder  sec¬ 
tion  303(c)  (3)  of  the  act: 

(1)  For  domestic  manufacturers: 

(Name  of  manufacturer)  hereby  guaran¬ 
tees  that  all  colc«'  additives  listed  herein 
were  manufactured  by  him,  and  (where  color 
additive  regulations  require  certification) 
are  from  batches  certified  In  accordance  with 
the  applicable  regulations  promulgated  under 
the  Federal  Food,  Drug,  and  Ckismetlc  Act. 

(Signature  and  post-office  address  of  man- 
ufactmer.) 

(2)  For  foreign  manufacturers: 

(Name  of  manufacturer  and  agent)  here¬ 
by  severally  guarantee  that  all  color  additives 
listed  herein  were  manufactured  by  (name  of 
manufacturer),  and  (where  color  additive 
regulations  require  certification)  are  from 
batches  certified  in  accordance  with  the  ap¬ 
plicable  regulations  promulgated  under  the 
Federal  Food,  Drug,  and  Ckjsmetic  Act. 

(Signature  and  post-office  address  of  man¬ 
ufacturer.) 

(Signature  and  post-office  address  of 
agent.) 

(f)  For  the  purpose  of  a  guaranty  or 
undertaking  under  section  303(c)(3)  of 
the  act  the  manufacturer  of  a  shipment 
or  other  delivery  of  a  color  additive  is 
the  person  who  packaged  such  color. 

(g)  A  guaranty  or  undertaking,  if 
signed  by  two  or  more  persons,  shall 
state  that  such  persons  severally  guar¬ 
antee  the  article  to  which  it  applies. 

(h)  No  representation  or  suggestion 
tlikt  an  article  is  guaranteed  under  the 
act  shall  be  made  in  labeling. 

(Sec.  303,  52  Stat.  1043;  21  U.S.C.  333.) 

Subparts  B  Through  D — [Reserved] 
Subpart  E — Criminal  Violations 

§  7.S  I  Informal  liraring  beforr  rriHirt 
of  criminal  violation. 

(a)  A  person  against  whom  criminal 
prosecution  under  the  Federal  Food, 
Drug,  and  Cosmetic  Act  is  being  contem¬ 
plated  by  the  Food  and  Drug  Adminis¬ 
tration  shall,  except  in  compelling  cir¬ 
cumstances.  be  given  appropriate  notice 
and  an  opportunity  for  an  informal 
heai'ing  before  the  agency  to  present  in¬ 
formation  and  views  to  show  cause  why 
institution  of  criminal  prosecution 
should  not  be  recommended  to  a  United 
States  attorney. 

(b)  An  opportunity  for  such  a  hearing 
shall  be  afforded  all  persons  who.  in  the 
judgment  of  the  Food  and  Drug  Admin¬ 
istration,  appear  to  have  had  a  respon¬ 
sible  share  in  the  furtherance  of  a 
transaction  that  violates  the  law. 

(c)  Opportunity  for  hearing  shall  be 
provided  by  a  Notice  of  Hearing  (Form 
FD-466)  sent  to  each  person  who  ap¬ 
pears  to  share  responsibility  fcM*  a  viola¬ 
tion.  A  Notice  of  Hearing  shall  identify 
the  products  and/or  shipments  alleged 
to  be  in  violation,  and  shall  be  sent  by 
registered  or  certified  mail,  telegram, 
telex,  personal  delivery,  or  any  otha* 
appropriate  mode  of  written  communi¬ 
cation.  The  Notice  of  Hearing  shall 
specify  the  time  and  place  of  the  hear¬ 
ing  and  shall  be  accompsoiied  by: 


(1)  A  Charge  Sheet  (Form  FD-1854) 
summarizing  the  apparait  violations  of 
the  act  and  of  other  laws  administered 
by  the  agency  that  constitute  the  basis 
of  the  contemplated  prosecution. 

42)  An  Information  Sheet  (Form  PD- 
466a)  describing  the  purpose  and  pro¬ 
cedure  of  the  hearing. 

(3)  A  Legal  Status  Sheet  (Form  FD- 
454)  which  the  respondent  is  requested 
to  fill  out  and  return  with  the  re^x)nse 
to  the  Notice  of  Hearing. 

(d)  If  more  than  one  person  is  named 
in  a  Notice  of  Hearing,  a  separate  hear¬ 
ing  for  any  named  person  shsill  be  sched¬ 
uled  on  request.  Otherwise,  the  time  and 
place  specified  for  a  hearing  may  be 
changed  only  upon  a  showing  of  reason¬ 
able  grounds.  Requests  for  any  change 
shall  be  addressed  to  the  office  in  the 
Food  and  Drug  Adminlstraticm  that  is¬ 
sued  the  Notice  of  Hearing  and  sh^  be 
received  in  that  office  at  least  3  working 
days  before  the  date  set  in  the  Notice  of 
Hearing. 

(e)  A  person  who  has  received  a 
Notice  of  Hearing  is  under  no  legal  obli- 
gaticHi  to  appear  or  answer  in  any 
manner.  If  a  person  chooses  to  respmid, 
he  may  appear  personally,  with  or  with¬ 
out  a  representetive,  or  he  may  desig¬ 
nate  a  representative  to  appear  for  him. 
Alternatively,  a  person  may  respond  in 
writing.  If  a  person  elects  not  to  respond 
on  or  before  the  time  scheduled  for  the 
hearing,  the  Food  and  Drug  Adminisr 
tration  wUl,  without  further  notice,  de¬ 
cide  .whether  to  recommend  criminal 
prosecution  to  a  United  States  attorney 
on  the  basis  of  the  evidence  available. 

(f  >  When  a  respondent  chooses  to  ap¬ 
pear  solely  by  designated  representative, 
such  representative  shall  present  to  the 
hearing  officer  a  signed  statement  of  au¬ 
thorization.  When  a  representative  ap¬ 
pears  for  more  than  one  respondent,  he 
shall  submit  independent  documentation 
of  his  authority  to  act  for  each.  If  a  rw- 
resentative  appears  without  written  au¬ 
thorization,  the  hearing  with  respect  to 
that  respondent  may  proceed  only  if  the 
hearing  officer  first  verifies  by  telephone, 
or  other  appropriate  means,  the  authen¬ 
ticity  of  the  representative. 

§  T.S.v  Conduct  of  informal  hearing  Ik*- 
forc  report  of  eriniinal  violation. 

(a)  The  hearing  shall  be  conducted  by 
a  Food  and  Drug  Administration  em¬ 
ployee  who  has  been  designated  as  a 
hearing  officer.  Other  Pood  and  Drug 
Administration  employees  may  be  pres¬ 
ent,  and  the  purpose  of  their  attendance 
will  be  stated  for  the  record. 

(b)  The  hearing  shall  be  conducted  in 
the  following  fashion: 

(1)  The  hearing  shall  commence  at 
the  time  and  place  designated  in  the  No¬ 
tice  of  Hearing,  or  as  otherwise  agreed 
to  by  the  participants. 

(2)  The  hearing  shall  not  be  open  to 
the  public.  The  hearing  officer  will  per¬ 
mit  participation  of  other  persons  only 
if  they  appear  with  the  respondent  or  his 
designated  representative  and  at  the  re¬ 
quest  of  and  on  behalf  of  the  respondent, 
provided  they  Identify  themselves  and 
their  relationship  to  the  respondent  and 
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state  on  the  record  that  they  are  appear¬ 
ing  for  the  respcHident. 

(3)  The  hearing  shall  be  informal  and 
shall  be  conducted  In  a  manner  that  fa¬ 
cilitates  the  presentation  of  information 
and  views  by  the  respondent.  Rules  of 
evidence  shall  not  aw>ly.  At  the  outset, 
the  hearing  oflBcer  shall  briefly  review 
the  basis  on  which  criminal  prosecution 
is  contemplated.  TTie  Pood  and  Drug  Ad¬ 
ministration  is  imder  no  obligation  to 
present  evidence  or  witnesses. 

(4)  A  respondent  may  present  any  in¬ 
formation  tearing  on  why  he  should  not 
be  prosecuted.  Such  information  may 
consist  of  statements  of  persons  appear¬ 
ing  on  his  behalf,  letters,  documents,  lab¬ 
oratory  analirses.  if  applicable,  or  any 
other  data  or  argiunents  relevant  to  the 
allegations  set  forth  in  the  Charge  Sheet. 
Such  information,  including  statements 
by  the  respondent,  may  be  Introduced  at 
any  subsequent  trial. 

(5)  If  the  respondent  holds  a  "guar¬ 
anty  or  undertaking"  (as  described  in 
section  303  of  the  act  (21  n.S.C.  333(c) ) ) 
that  is  applicable  to  any  article  on  which 
the  Notice  of  Hearing  is  based,  such  guar¬ 
anty  or  undertaking,  or  verified  copy 
thereof,  may  be  presented  by  the  re¬ 
spondent.  Such  document  will  be  made 
a  part  of  the  record  of  the  hearing. 

(c)  The  respondent  sh&U  have  the 
right  to^ave  the  hearing  transcribed  at 
his  expense,  in  which  case  a  copy  of  such 
transcription  shall  be  fiumlshed  to  the 
Food  and  Drug  Administration.  Alterna¬ 
tively,  the  hearing  o£Qcer  may,  at  his  dis¬ 
cretion,  order  the  hearing  transcribed 
at  the  expense  of  the  Food  and  Drug 
Administration,  in  which  case  a  copy  of 
such  transcription  shall  be  provided  to 
each  respondent. 

(d)  If  the  hearing  is  not  transcribed, 
the  hearing  ofiScer  shall  dictate  a  writ¬ 
ten  siunmary  of  the  hearing  air  its  con¬ 
clusion.  liie  respondent  shall  be  offered 
the  opportunity  to  remain  during  the 
dictation  to  offer  additional  comments 
or  corrections.  A  copy  of  the  completed 
written  summary  shall  be  provided  to 
each  respondent  whether  or  not  he  re¬ 
mains  during  dlctatlm.  Respondents 
may  submit  comments  on  the  summary 
in  accordance  with  paragraph  (g)  of 
this  section. 

(e)  If  a  respondent  obtains  new  infor¬ 
mation  that  was  not  reasonably  avail¬ 
able  to  him  at  the  time  of  the  hearing, 
a  timely  written  request  to  reopen  the 
hearing  may  be  submitted  to  the  ofiBce 
in  the  Food  and  Drug  Administration 
where  the  hesu'ing  was  held.  Such  a  re¬ 
quest  shall  specify  the  nature  of  the  new 
information  sought  to  be  presented,  the 
reason  why  it  was  mot  previously  avail¬ 
able  to  the  respondent,  and  the  reason 
it  should  not  be  submitted  in  documen¬ 
tary  form.  If  the  Commissioner  con¬ 
cludes  that  presentation  of  the  informa¬ 
tion  may  have  a  bearing  on  the  decision 
to  prosecute,  he  shall  designate  an  em¬ 
ployee  of  the  Food  and  Drug  Adminis¬ 
tration  to  conduct  the  reopened  hearing. 
Any  reopened  hesuing  shall  be  governed 
by  the  procedures  set  forth  in  this  sub¬ 
part,  and  the  written  request  and  the 
summary  or  transcript  of  the  reopened 


sessidn  shall  become  part  of  the  record 
of  the  hearing. 

(f)  Hie  record  of  the  hearing  shall 
consist  of  the  following: 

(1)  Hie  Notice  of  Hearing. 

(2)  The  Charge  Sheet. 

(3)  Hie  Legal  Status  Sheet,  if  com¬ 
pleted  and  returned  by  the  respondent. 

(4)  All  documentary  informaticm  sub¬ 
mitted  by  the  respondent. 

(5)  The  transcript  or  summary  of  the 
hearing  and  of  any  reopened  session  of 
such  hearing. 

(g)  A  respondent  may  supplement 
any  response  made  on  his  beh^  with 
additional  written  or  documentary  evi¬ 
dence  and/or  provide  written  comment 
on  the  summary  of  hearing  or  the  tran¬ 
script.  To  ensure  that  any  submission 
will  receive  consideration  before  the 
agency  decides  whether  or  not  to  rec¬ 
ommend  prosecution,  such  submission 
shall  be  furnished  to  the  ofQce  in  the 
Food  and  Drug  Admlnistratl(xi  where 
the  hearing  was  held  no  later  than  10 
calendar  da3rs  after  either  the  date  of  a 
written  response  to  a  Notice  of  Hearing 
or  the  date  the  respondent  receives  the 
transcript  the  summary  of  hearing. 
Any  materials  received  after  the  10-day 
supplemental  response  period  has  ex- 
pi^  will  be  considered  and  added  to 
the  record  of  hearing  if  the  flnal  deci¬ 
sion  has  not  yet  been  made.  Any  such 
supplemental  material  shall  be  made  a 
part  of  the  record  of  the  hearing. 

(h)  When  ccmsideratlon  of  criminal 
prosecution  involving  the  same  violations 
is  closed  by  the  agency  with  respect  to 
all  persons  named  in  the  Notlce(8)  of 
Hearing  and  no  further  criminal  action 
Is  c(mtemplated  for  the  (Senses  charged, 
the  agency  will  so  notify  each  person  in 
writing. 

(1)  When  it  is  finally  determined  that 
a  person  named  in  a  Notice  of  Hearing 
will  not  be  Included  in  the  agency  recom¬ 
mendation  for  prosecution,  the  agency 
will  notify  that  person,  if  and  when  It 
concludes  that  notification  will  not  prej¬ 
udice  the  prosecution  of  any  other 
person. 

(j)  When  a  United  States  attorney  in¬ 
forms  the  agency  that  he  will  prosecute 
some  but  not  all  persons  who  had  been 
provided  an  opportimlty  for  a  hearing 
and  were  suteequently  named  in  an 
agency  recommendation  for  prosecution, 
the  Food  and  Drug  Administration  will 
notify  those  persons  eliminated  from 
further  consideration  after  being  ad¬ 
vised  by  the  United  States  attorney  that 
such  notiflcatlon  will  not  prejudice  the 
prosecution  of  any  other  person.  When  a 
United  States  attorney  Informs  the 
agency  that  no  persons  recommended  by 
the  agency  will  be  prosecuted,  the  agency 
wUl  so  notify  each  person  in  writing. 

§  7.87  Re«‘or«ls  related  to  hearings  con¬ 
ducted  before  report  of  criminal  vio¬ 
lation. 

(a)  Records  relating  to  a  section  305 
hearing  constitute  Investigatory  records 
for  law  enforcement  purposes  and  may 
include  inter-  and  intra-agency  memo¬ 
randa. 

(1)  Notwithstanding  the  rule  estab¬ 
lished  in  §  20.21  of  this  chapter,  no  record 


relating  to  a  section  305  hearing  is  avail¬ 
able  for  public  disclosure  until  consid¬ 
eration  of  criminal  prosecution  has  been 
closed  in  accordance  with  paragraph  (b) 
of  this  section,  except  as  provided  in 
§  20.82  of  Uiis  chapter.  Only  very  rarely 
and  only  under  circumstances  that  dem¬ 
onstrate  a  compelling  public  interest  will 
the  Commissioner  exercise  his  discretion 
to  disclose  records  (pursuant  to  S  20.82 
of  this  chapter)  relating  to  a  section  305 
hearing  before  the  consideration  of 
criminal  prosecution  is  closed. 

(2)  After  consideration  of  criminal 
prosecution  is  closed,  such  records  are 
available  for  public  disclosure  in  response 
to  a  request  under  the  Freedom  of  In¬ 
formation  Act,  except  to  the  extent  that 
the  exemptions  from  disclosure  in  Sub¬ 
part  D  of  Part  20  of  this  chapter  are 
applicable.  No  statements  of  persons  ob¬ 
tained  through  promises  of  confldential- 
ity  shall  be  available  for  public 
disclosure. 

(b)  Consideration  of  criminal  prosecu¬ 
tion  based  upon  a  particular  section  305 
hearing  shall  be  deemed  to  be  closed 
within  the  meaning  of  this  section  and 
§  7.85  when  a  flnal  decision  has  been 
made  not  to  recommend  criminal  prose¬ 
cution  to  a  United  States  attorney  based 
upon  charges  set  forth  in  the  Notice  of 
Hearing  and  considered  at  that  hearing, 
or  such  recommendation  has  been  finally 
refused  by  the  United  States  attorney,  or 
criminal  prosecution  has  been  instituted 
and  the  matter  and  all  related  appeals 
have  been  concluded,  or  the  statute  of 
limitations  has  run. 

(c)  Before  disclosure  of  any  record 
specifically  reflecting  consideration  of 
possible  criminal  prosecution  of  any  in¬ 
dividual,  all  names  and  other  informa¬ 
tion  that  would  identify  an  individual 
whose  prosecution  was  considered  but 
who  was  not  recommended  for  prosecu¬ 
tion  or,  if  recommended  for  prosecution 
was  not  prosecuted,  shall  be  deleted,  un¬ 
less  the  Commissioner  concludes  that 
there  is  a  compelling  public  interest  in 
the  disclosure  of  such  names. 

(d)  Names  and  other  information  that 
would  identify  a  Food  and  Drug  Admin¬ 
istration  employee  shall  be  deleted  from 
section  305  hearing  records  before  public 
disclosure  only  pursuant  to  §  20.32  of  this 
chapter. 


PART  10— ADMINISTRATIVE  PRACTICES 
AND  PROCEDURES 

Subpart  A — General 

Sec. 

10.1  Scope 
10.3  Definitions. 

10.10  Sumxnaries  of  administrative  prac¬ 
tices  and  procedures. 

10.19  Waiver,  suspension,  or  modification 

of  procedtiral  requirements. 
Subpart  B — General  Administrative  Procedures 

10.20  Submission  of  documents  to  Hearing 

Clerk;  computation  of  time;  avail¬ 
ability  for  public  disclosure. 

10.25  Initiation  of  administrative  proceed¬ 
ings. 

10.30  Citizen  petition. 

10.33  Administrative  reconsideration  of  ac¬ 
tion. 

10.35  Administrative  stay  of  action. 

10.40  Promulgation  of  regulations  for  the 
efficient  enforcement  of  the  law. 
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Sec. 

10.45  Court  review  of  final  admlniatrattv* 
action;  exhaustion  of  afiminlatrw- 
tive  remediea. 

10.50  Promulgation  of  regulatlMia  and 
orders  after  an  oppcx^unitf  for  a 
formal  evidentiary  public  bearing. 
10.55  Separation  of  functions;  ex  parte 
communications. 

10.60  Referral  by  court. 

10.66  Meetings  and  correspondence. 

10.70  Documentation  of  significant  deci¬ 
sions  in  administrative  file. 

10.75  Internal  agency  review  of  decisicms. 
10.80  Dissemination  of  draft  Federal  Reg¬ 
ister  notices  and  regulations. 

10.85  Advisory  camions. 

10.90  Pood  and  Drug  Adminlstratimi  reg¬ 
ulations,  guidelines,  recommenda¬ 
tions,  and  agreements. 

10.95  Participation  in  outside  standard¬ 
setting  activities. 

10.100  Public  calendars. 

10.105  Representation  by  an  organization. 
10. 1 10  Settlement  proposals. 

Attthoritt:  Sec.  201  et  seq.,  Pub.  L.  717,  62 
Stat.  1040  as  amended  (21  UR.C.  S21  et  seq.) ; 
sec.  1  et  seq..  Pub.  L.  410,  58  Stat.  682  as 
amended  (42  UJ3.C.  201  et  seq.) ;  sec.  4,  Pub. 
L.  91-513,  84  Stat.  1241  (42  DB.C.  2S7a);  sec. 
301  et  seq..  Pub.  L.  91-513,  84  Stat.  1253  (21 
UR.C.  821  et  seq.):  sec.  409(b),  Pub.  D.  242, 
81  Stat.  600  (21  UB.C.  679  (b));  sec.  24(b), 
Pub.  I*.  85-172.  82  Stat.  807  (21  UR.C.  467f 
(b)):  sec.  2  et  seq..  Pub.  L.  91-597,  84  Stat. 
1620  (21  tTR.C.  1031  et  seq.);  secs.  1  through 
9.  Pub.  li.  625,  44  Stat.  1101-1103  as  amended 
(21  TTR.C.  141-149);  secs.  1  through  10,  Chap¬ 
ter  358,  29  Stat.  604-609  as  amended  (21 
tlB.C.  41-50);  sec.  2  et  seq..  Pub.  783,  44 
Stat.  1406  as  amended  (15  TTB.C.  401  et  seq.); 
sec.  1  et  seq..  Pub.  L.  88-755,  80  Stat.  1296 
as  amended  (15  U.S.C.  1451  et  seq.). 

Subpart  A — General  Provisions 
§  10.1  Scope. 

(a)  Part  10  governs  practices  fuid  pro¬ 
cedures  applicable  to  all  petitions,  hear¬ 
ings,  and  other  administrative  proceed¬ 
ings  and  8u;tlvlties  conducted  by  the  Food 
and  Drug  Administration  pursuant  to 
the  Federal  Food,  Drug,  and  Cosmetic 
Act,  the  Public  Health  Service  Act,  and 
other  laws  with  respect  to  which  author¬ 
ity  has  been  delegated  to  the  Commis¬ 
sioner  of  Food  and  Drugs  pursuant  to 
S  5.1  of  this  chapter,  except  to  the  extent 
that  specific  provisions  in  other  sections 
of  this  chapter  state  different  require¬ 
ments  with  respect  to  a  particular 
matter. 

(b)  Where  a  specific  provision  in  an¬ 
other  section  of  this  chapter  states  a  dif¬ 
ferent  requirement  with  respect  to  a  par¬ 
ticular  matter  (e.g.,  the  use  of  a  form  dif¬ 
ferent  from  the  one  specified  in  S  10.30 
(b) ) ,  the  sections  in  this  part  shall  apply 
to  the  extent  that  they  do  not  conflict 
with  such  other  provisions  (e.g.,  the  re¬ 
quirements  for  inclusion  of  all  data  and 
Information  and  for  translations  of  for¬ 
eign  language  in  §  10.20(b)  shall  apply 
regardless  of  which  form  is  used). 

§  10.3  Definitions. 

(a)  As  used  in  this  part  and  Parts  12. 
13,  14,  15,  16,  and  19  ol  this  chapter, 
the  following  terms  shall  have  the  mean¬ 
ings  specified; 

(1)  “Act"  means  the  Federal  Food. 
Drug,  and  Cosmetic  Act  unless  otherwise 
indicated. 


(2)  “Depcuiment”  means  the  United 
States  Depcurtment  of  Health,  Bducatlcm. 
and  Welfare. 

(3)  “Secretary”  means  the  Secretary 
of  Health.  Education,  axid  Welfare. 

(4)  “Commissioner’'  means  the  Com¬ 
missioner  of  Food  and  Drugs,  F^xxl  and 
Drug  Administration,  United  States  De¬ 
partment  of  Health.  Education,  and  Wti- 
fare,  or  his  designee. 

(5)  “Agency”  means  the  Pood  and 
Drug  Administration. 

(6)  “Person”  includes  an  individual, 
partnership,  corporaticm,  association,  or 
other  legal  entity. 

(7)  “Presiding  officer”  means  the 
Commissioner  or  his  designee  or  an  Ad¬ 
ministrative  Law  Judge  aivx>lnted  as 
provided  in  5  U.S.C.  3105. 

(8)  “Hearing  Cflerk”  means  the  Hear¬ 
ing  Qerk  of  the  Food  and  Drug  Adminis¬ 
tration.  United  States  Department  of 
Health.  Educati<xi,  and  Wtifare,  Rm.  4- 
65,  5600  FTshers  Lane,  Rockville,  MD 
20857. 

(9)  “Proceeding”  and  “administrative 
proceeding”  mean  any  undertaking  to  Is¬ 
sue,  amend,  or  revoke  a  regulation  or 
order,  or  to  take  or  refrain  from  taking 
any  other  form  of  adminlstrattve  actkm. 

(10)  “Party”  means  the  bureau  of  the 
Food  and  Diw  Administration  responsi¬ 
ble  for  the  matter  involved  and  every 
person  who  either  has  exercised  a  right 
to  request  or  has  been  granted  the  right 
by  the  Commissioner  to  have  a  formal 
evidentiary  public  hearing  pursuant  to 
Part  12  of  this  chapter  or  a  regulatory 
hearing  before  the  Commissioner  pursu¬ 
ant  to  Part  16  of  this  chapter,  or  who  has 
waived  any  such  right  in  order  to  obtain 
the  establishment  of  a  PuMlc  Bofud  oi 
Inquiry  pursuant  to  Part  13  of  this  chi^ 
ter,  and  as  a  result  of  whose  actlcm  a 
formal  evidentiary  hearing  or  a  regula¬ 
tory  hearing  before  the  Commissioner 
has  been  granted  or  a  Public  Board  of 
Inquiry  has  been  established. 

(11)  “Participant”  means  any  person 
participating  in  any  proceeding,  includ¬ 
ing  each  party  and  any  other  Interested 
person. 

(12)  “Interested  person”  or  “any  per¬ 
son  who  will  be  adversely  affected” 
means  any  person  who  sutmilts  a  peti¬ 
tion  or  comment  or  objection  or  other¬ 
wise  requests  an  opportunity  to  partici¬ 
pate  in  any  Informal  or  formal  admin¬ 
istrative  proceeding  or  court  action. 

(13)  “Public  Board  of  Inquiry”  or 
“Board”  means  an  administrative  law 
tribunal  constituted  pursuant  to  the  pro¬ 
visions  of  Part  IS  of  this  chapter. 

(14)  “Public  advisory  committee”  or 
“advisory  committee”  means  any  com¬ 
mittee,  board,  ccmimlsslon,  coimcil,  ccm- 
ference,  panel,  task  force,  or  other 
similar  group,  or  any  subcommittee  or 
other  subgroup  thereof,  that  is  not  com¬ 
posed  wholly  of  full-time  officers  or  em¬ 
ployees  of  the  Federal  government  and  is 
established  or  utilized  by  the  Food  and 
Drug  Administration  to  obtain  advice  or 
recommendations. 

(15)  “Formal  evidentiary  public  hear¬ 
ing”  means  any  hearing  conducted  pur¬ 
suant  to  the  provisions  of  Part  12  of 
this  chapter. 


(16)  “Public  hearing  before  a  Public 
Board  of  Inquiry”  means  any  hearing 
conducted  by  a  Board  pursuant  to  the 
provisions  of  Part  13  of  this  chapter. 

(17)  “Public  hearing  before  a  public 
advisory  committee”  means  any  hearing 
conducted  by  an  advisory  cmxunittee  piu*- 
suant  to  the  provisions  of  Part  14  of  this 
chapter. 

(18)  “Public  hearing  before  the  Com¬ 
missioner”  means  any  hearing  conducted 
by  the  Commissioner  or  his  designee 
pursuant  to  the  provisions  of  Part  15  of 
this  chapter. 

(19)  “Regulatory  hearing  before  the 
Food  and  Drug  Administration”  means 
any  hearing  conducted  by  an  authorized 
employee  of  the  Food  and  Drug  Admin¬ 
istration  pursuant  to  the  provisions  of 
Part  16  of  this  chapter. 

(20)  “The  laws  administered  by  the 
Commissicmer”  means  all  the  statutory 
provisions  with  respect  to  which  author¬ 
ity  has  been  delegated  to  the  Commis¬ 
sioner  pursuant  to  §  5.1  of  this  chapter. 

(21)  “Petition”  means  any  petition,  ap- 
pllcatl(m,  or  other  document  requesting 
the  Commissioner  to  establish,  amend, 
or  revoke  a  regulation  or  order,  or  to  take 
or  refrain  from  taking  any  other  form 
of  administrative  action,  imder  the  laws 
administered  by  him. 

(22)  “Regulation”  means  a^  agency 
rule  of  general  or  ptarticular  apmicablUty 
and  future  effect  implementing  or  apply¬ 
ing  any  law  administered  by  the  Com¬ 
missioner  or  relating  to  administrative 
practices  and  procedures.  Pursuant  to 
S  10.90(a) ,  all  agency  regulations  shall  be 
promulgated  in  the  Fedbkal  Registke 
and  codified  in  the  Code  of  Federal  Reg¬ 
ulations. 

(23)  “Order”  means  any  final  agency 
disposition,  other  than  the  issuance  of  a 
regulation,  in  a  proceeding  concerning 
any  matter  and  includes  action  on  any 
new  drug  application,  new  animal  drug 
application,  or  biological  license. 

(24)  “Meeting”  means  any  oral  discus¬ 
sion,  whether  by  telephone  or  in  person. 

(25)  “Office  of  the  CTommlssioner”  in¬ 
cludes  the  offices  of  the  associate  and 
assistant  commissioners  and  excludes  the 
biucaus,  the  office  of  the  Executive  Di¬ 
rector  for  Regional  Operations,  and  all 
regional  and  district  offices. 

(26)  “Administrative  action”  includes 
every  form  and  kind  of  act,  including  the 
refusal  or  failure  to  act.  Involved  in  the 
implementations  of  the  laws  adminis¬ 
tered  by  the  Commissioner,  except  that 
it  does  not  Include  the  referral  of  appar¬ 
ent  violations  to  United  States  attorneys 
for  the  institution  of  civil  and  criminal 
proceedings  and  acts  preparatory  or  in¬ 
cidental  thereto. 

(27)  “Administrative  file”  means  the 
file  maintained  by  the  Food  and  Drug 
Administration,  in  which  all  documents 
pertaining  to  an  administrative  proceed¬ 
ing,  including  internal  working  memo¬ 
randa  and  recommendations,  are  re¬ 
tained. 

(28)  “Food  and  Drug  Administration 
employee”  or  “Food  and  Drug  Adminis¬ 
tration  representative”  shall  be  deemed 
to  Include  members  of  the  Food  and 
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Dnw  DiTlsion  of  the  office  of  the  Gen- 
erml  Cooncll  of  the  Depertment  of 
Heelth.  Educetlaa,  and  Wdfare. 

(29)  “Kx  parte  communication**  meane 
an  ond  or  written  communlcaUon  not  on 
the  public  record  with  req>ect  to  which 
reasonable  iwlor  notice  to  all  parttes  Is 
not  given,  but  It  Shan  not  Include  requests 
for  status  repmts  on  any  matter  or  pro¬ 
ceeding. 

(b)  Any  term  which  Is  defined  In  sec¬ 
tion  201  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act  or  Part  1  of  this  chapter 
shall  have  that  dellnltloa. 

(c)  Words  In  the  singular  form  shall 
be  deemed  to  Include  the  ptural.  words 
In  the  masculine  form  shall  be  deemed 
to  Include  the  fonlnlne  form,  and  vice 
versa,  as  the  case  may  require. 

(d)  Whenever  any  reference  Is  made 
in  this  part  to  any  person  In  the  Food 
and  Drug  Administration,  eg;.,  the  di¬ 
rector  of  a  bureau,  such  reference  shall 
also  be  deemed  to  Include  all  persons  to 
whom  that  pers<m  has  delegate  the  spe¬ 
cific  function  Involved. 

§  10.10  Summaries  of  administratire 
practices  and  procedures. 

The  Commissioner  shall  prepare  for 
public  distribution  summaries  of  Pood 
and  Drug  Administration  administrative 
practices  and  lutx^dures  In  tenns  that 
are  readily  understood  In  order  to  en¬ 
courage  and  facilitate  partlclpaUon  In  all 
agency  activities. 

§  10.19  Waiver,  suspension,  or  modifi* 
cation  of  procedural  requirements. 

The  Commissioner  or  the  presiding  offi¬ 
cer,  with  respect  to  matters  pending 
before  him,  nmy  on  his  own  initiative  or 
at  the  request  of  any  participant  waive, 
suspend,  or  modify  any  provision  In  Parts 
12  through  16  of  this  chapter  applicable 
to  the  conduct  of  a  public  hearing  by  an- 
nounc^nent  at  the  hearing  or  by  notice 
In  advance  of  the  hearing.  If  he  deter¬ 
mines  that  no  partclpant  vtIU  be  pred- 
udlced,  the  ends  of  Justice  will  thereby 
be  sen^  and  such  action  Is  in  accord¬ 
ance  with  law. 

Subpart  B — (aeneral  Administrative 
Procedures 

§  10.20  Submission  of  documents  to 
Hearing  Qerk ;  computation  of  time ; 
availability  for  public  disclosure. 

(a)  All  submissions  to  the  Hearing 
CTlertt  of  petitions,  comments,  objections, 
notices,  compilations  of  data  and  Infor¬ 
mation.  and  any  other  documents  pursu¬ 
ant  to  this  part  or  other  sections  In  this 
chapter  shall  be  filed  In  four  ccvles 
except  as  otherwise  specifically  provided 
in  any  relevant  Federal  Rbcistr  notice 
or  In  other  sections  of  this  chapter.  The 
Hearing  Clerk  shall  be  the  agency  cus¬ 
todian  of  such  documents. 

(b)  All  such  sulxnlsslons  shall  be 
signed  by  the  person  making  the  sub¬ 
mission.  or  by  an  attorney  or  other  au¬ 
thorized  representative  cm  his  behalf. 
Submissions  by  trade  associations  shall 
also  be  subject  to  the  reqiUrements  of 
1 10.105(b). 

(c)  An  data  and  information  referred 
to  or  in  any  way  relied  upon  In  any  such 
submissions  shaU  be  Included  In  full  and 
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may  not  be  Incorporated  by  reference, 
'unless  previously  submitted  as  pert  of 
the  administrative  file  in  the  same 
proceeding. 

(1)  A  c(H>y  of  any  article  or  other  ref¬ 
erence  or  source  cited  shall  be  Included, 
except  where  the  reference  or  source  Is: 

(1)  A  reported  Federal  court  case, 

(II)  A  Federal  law  or  regulation. 

(III)  A  Food  and  Drug  Administration 
document  that  Is  rouUndy  publicly  avail¬ 
able,  (H* 

(Iv)  A  recognized  medical  or  scientific 
textbook  that  Is  readily  available  to  the 
agency. 

(2)  If  any  part  of  the  material  submit¬ 
ted  Is  in  a  foreign  language.  It  shall  be 
accfMnpanled  by  an  English  translation 
verified  under  oath  to  be  ccxaplete  and 
accurate,  together  with  the  name,  ad¬ 
dress,  and  a  brief  statement  of  the  qual¬ 
ifications  of  the  person  making  the  trans- 
latloa.  Translations  of  literature  or  other 
material  In  a  foreign  language  shall  be 
accompanied  by  copies  of  the  original 
publicatloii. 

(3)  Where  relevant  data  or  Informa¬ 
tion  are  contained  In  a  document  also 
containing  Irrelevant  matter,  the  liTtiw- 
vant  matter  shall  be  deleted  and  only  the 
relevant  data  or  InformatiOD  shall  be 
submitted. 

(4)  Pursuant  to  9  20.63  (a)  and  (b)  of 
this  chapter,  the  names  and  other  In¬ 
formation  which  would  Identify  patients 
or  research  subjects  shall  be  deleted 
fn»n  any  record  before  It  Is  submitted  to 
the  Hearing  CTerk  In  order  to  preclude  a 
clearly  unwarranted  Invasion  of  personal 
privacy. 

(5)  Defamatory,  scurrilous,  or  Intem¬ 
perate  matter  shall  be  deleted  from  any 
record  before  it  Is  submitted  to  the  Hear¬ 
ing  Cleii:. 

(6)  The  failure  to  comply  with  the  re¬ 
quirements  of  this  paragraph  or  any 
other  requirement  In  this  part  shall  re¬ 
sult  In  rejection  of  the  submission  for 
filing  (u:.  if  It  Is  filed.  In  exclusion  from 
consideration  of  any  portion  of  the  sub¬ 
mission  which  falls  to  comply.  If  a  sub¬ 
mission  falls  to  meet  any  requirement  of 
this  section  and  such  deficiency  becmnes 
known  to  the  Hearing  Cfierk,  the  Hearing 
Clerk  shall  return  the  submission  with  a 
copy  of  the  applicable  regulations  Indi¬ 
cating  those  provisions  not  complied  with 
In  the  submission.  A  deficient  submission 
may  be  corrected  or  supplemented  and 
subsequently  filed.  The  ofllce  of  the  Hear¬ 
ing  CTerk  Is  not  equipped  to  make  deci¬ 
sions  regarding  the  confidentiality  of 
submitted  documents.  Persons  wishing  to 
voluntarily  submit  information  consid¬ 
ered  confidential  shall  do  so  In  accord¬ 
ance  with  the  presubmission  review  re¬ 
quirements  of  9  20.44  of  this  chapter. 

(d)  The  filing  of  a  submlssicm  shall 
mean  only  that  the  Hearing  Clerk  has 
not  determined  that  It  falls  to  meet  the 
technical  requirements  for  filing  estab¬ 
lished  In  this  secticm  and  In  any  otho* 
applicable  sections  in  this  chapter,  e.g., 
9  10.30  rtiatlng  to  a  citizen  petltkm.  The 
filing  of  a  petltimi  shall  not  mean  or  Im¬ 
ply  that  It  In  fact  meets  ail  aM)licable 
requirements  or  that  it  ccmtalns  reason¬ 
able  grounds  for  the  action  requested  or 
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that  the  action  requested  is  in  accord¬ 
ance  with  law. 

(e)  All  submissions  to  the  Hearing 
Clerk  shall  be  considered  as  sidxnltted  oa 
the  date  on  ^rtiich  they  are  postmarked 
or.  If  ddlvered  In  person  during  regular 
business  hours,  on  the  date  on  which 
they  are  so  dellvned.  unless  a  i»ovlsion 
in  this  part,  an  applicable  Fedexal  Rbc- 
isTEx  notice,  or  an  order  issued  by  an 
Administrative  Law  Judge  specifically 
states  that  such  documents  must  be  re¬ 
ceived  by  a  specified  date,  e.g.,  1 10.33(g) 
relating  to  a  petition  for  reconslderatkm. 
in  which  case  they  shall  be  considered 
submitted  on  the  date  actually  received. 

(f)  All  such  submissions  shall  be 
mailed  or  d^vered  in  person  to  the 
Hearing  Clerk.  Food  and  Drug  Adminis¬ 
tration.  Rm.  4-65.  5600  Fishers  Lane. 
Rockville,  MD  20857,  except  that  a  sub¬ 
mission  which  Is  required  to  be  received 
by  the  Hearing  Clerk  by  a  specified  date 
may  be  delivered  In  person  to  the  Food 
and  Drug  Administration  building  In 
downtown  Washlngtmi  (Rm.  6819,  200  C 
Sk  8W..  Washington,  DC  20201)  azKl 
Shan  be  considered  as  received  by  the 
Heartng  C7erk  on  the  date  <m  which  it 
Is  logged  In  at  Rm.  6819. 

(g)  The  Food  and  Drug  Administra¬ 
tion  ordlnaiily  win  not  acknowledge  or 
give  receipt  for  such  documents,  except: 

(1)  Documents  delivered  in  person  or 
submitted  by  certified  or  registered  mail 
with  a  return  receipt  requested. 

(2)  Petitions  for  which  acknowledg¬ 
ment  of  receipt  of  filing  Is  provided  by 
regulations  In  this  chapter  or  by  cus¬ 
tomary  practice,  e.g..  9  10.30(c)  relating 
to  a  citizen  petition. 

(h)  Saturdays.  Sundays,  and  Federal 
legal  holidays  shall  be  included  In  com¬ 
puting  the  time  aUowed  for  the  sulunls- 
sion  at  any  documoit,  except  that  when 
such  time  exitires  on  a  Saturday.  Sun¬ 
day,  or  Federal  legal  holiday,  siich  pe¬ 
riod  shall  be  extended  to  include  the  next 
following  business  day. 

(i)  AH  submlssicms  to  the  Hearing 
deik  (XMistltute  a  representatl(»i  that, 
to  the  best  of  the  knowledge.  Informa¬ 
tion,  and  belief  of  the  person  making  the 
submission,  all  statements  made  In  the 
sulnnlsslcm  are  true  and  accurate.  All 
such  submissions  are  subject  to  the  False 
Reports  to  the  Government  Act,  18  U.S.C. 
1001,  under  which  a  wlllfuUy  false  state¬ 
ment  is  a  criminal  offense. 

(J)  The  avaflabillty  for  public  exami¬ 
nation  and  copying  of  submissions  to 
the  Hearing  CHerk  shall  be  governed  by 
the  following  rules: 

(1)  Except  to  the  extent  provided  In 
paragraph  (j)  (2)  and  (3)  of  this  sec¬ 
tion,  the  following  submissions,  including 
all  supporting  material,  shall  be  on  pub¬ 
lic  display  and  shall  be  available  for  pub¬ 
lic  examination  between  the  hours  of  9 
am.  to  4  p.m.,  Monday  through  Friday. 
Requests  for  copies  (ff  such  submissions 
shall  be  filed  and  handled  pursuant  to 
the  provisions  of  Subpart  C  of  Part  20 
of  this  chapter. 

(I)  Petitions. 

(II)  C<»ninents  on  petitions,  on  docu¬ 
ments  published  In  the  Federal  Register, 
and  on  similar  public  documents. 
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(iii)  Objections  and  requests  for  hear¬ 
ings  filed  pursuant  to  Part  12  of  this 
chapter. 

(u)  Material  submitted  at  a  formal 
evidentiary  public  hearing  pursuant  to 
Part  12  of  this  chapter,  a  public  hear¬ 
ing  before  a  Public  Board  of  Inquiry  pur¬ 
suant  to  Part  13  of  this  chapter,  a  pub¬ 
lic  hearing  before  the  Commissioner  pur¬ 
suant  to  Part  15  of  this  chapter,  or  an 
alternative  form  of  hearing  before  a  pub¬ 
lic  advisory  committee  pursuant  to 
§  12.32(a)  (2)  of  this  chapter. 

(v)  Material  placed  on  public  display 
pursuant  to  regulations  in  this  chapter, 
e.g.,  agency  guidelines  filed  pursuant  to 
§  10.90(b). 

(2)  (i)  Material  prohibited  fr<Mn  pub¬ 
lic  disclosure  pursuant  to  §  20.63  of  this 
chapter  (clearly  unwarranted  invasion 
of  personal  privacy)  as  Interpreted  and 
apphed  in  Part  20  of  this  chapter  and 
the  regulations  referenced  therein,  and, 
except  as  provided  in  paragraph  (J)  (3) 
of  this  section,  material  submitted  with 
objections  and  requests  for  hearings  filed 
pursuant  to  Part  12  of  this  chapter,  or  at 
a  formal  evidentiary  public  hearing 
pursuant  to  Part  12  of  this  chapter,  a 
public  hearing  before  a  Public  Board  of 
Inquiry  pursuant  to  Part  13  of  this 
chapter,  or  an  alternative  form  of  public 
hearing  before  a  public  advisory  com¬ 
mittee  or  a  pubUc  hearing  before  the 
Commissioner  pursuant  to  §  12.32(a)  (2) 
or  (3)  of  this  chapter,  of  the  following 
t3rpes  shall  not  be  on  public  display,  shall 
not  be  available  for  public  examination, 
and  shall  not  be  available  for  copsdng 
or  any  other  form  of  verbatim  transcrip¬ 
tion  unless  they  are  otherwise  available 
for  public  disclosure  pursuant  to  the  pro¬ 
visions  of  Part  20  of  this  chapter  and 
the  regulations  referenced  therein: 

(a)  Safety  and  effectiveness  data  and 
Information,  which  Include  all  studies 
and  tests  of  an  Ingredient  or  product 
on  animals  and  humans  and  all  studies 
and  tests  on  the  Ingredient  or  product 
for  Identity,  stability,  purity,  potency, 
bloavallabiUty,  performance,  and  use- 
f’olness. 

(b)  A  protocol  for  a  test  or  study. 

(c)  Manufacturing  methods  or  proc¬ 
esses,  including  quality  control  proce¬ 
dures. 

(d)  Production,  sales,  distribution,  and 
similar  data  and  information,  except  any 
compilation  of  such  data  and  informa¬ 
tion  aggregated  and  prepared  in  a  way 
that  does  not  reveal  confidential  data 
and  information. 

(e)  Quantitative  or  semiquantitative 
formulas. 

(/)  Data  and  information  on  design 
or  construction  of  products. 

(ii)  Material  submitted  pursuant  to 
the  provisions  of  paragraph  (j)(2)  of 
this  section  shall  be  segregated  from  all 
other  submitted  material  and  clearly  so 
marked.  Any  person  who  does  not  agree 
that  such  a  submission  is  properly  sub¬ 
ject  to  the  provisions  of  paragraph  (j) 
(2)  of  this  section  may  request  a  ruling 
thereon  from  the  Assistant  Commis¬ 
sioner  for  Public  Affairs  whose  decision 
on  the  matter  shall  be  final,  subject  to 


judicial  review  pursuant  to  {  20.46  of  this 
chapter. 

(3)  Material  Us^  in  paragraph  (J) 
(2)  (1)  (a)  and  (b j  of  this  section  may 
be  disclosed  pursuant  to  a  protective 
order  Issued  by  the  Administrative  law 
Judge  or  other  presiding  officer  at  any 
hearing  referenced  in  paragraph  (j)  (2) 
(1) .  The  order  shall  only  permit  disclo¬ 
sure  of  the  data  in  camera  and  only  to 
the  extent  necessary  for  the  proper  con¬ 
duct  of  the  hearing.  The  order  shsdl  state 
to  whom  the  information  is  to  be  made 
available  (e.g.,  to  parties  or  participants, 
or  only  to  counsel  for  parties  or  partici¬ 
pants)  ,  and  persons  not  specifically  per¬ 
mitted  access  to  the  data  shall  be  ex¬ 
cluded  from  the  in  camera  part  of  the 
proceeding.  The  Administrative  Law 
Judge  or  other  presiding  (^cer  may  im¬ 
pose  other  conditions  or  safeguards  with 
the  requirements  of  this  section.  The 
limited  availabUity  of  material  pursuant 
to  this  paragraph  shall  be  deemed  not 
to  constitute  prior  disclosure  to  the  pub¬ 
lic  as  defined  In  §  20.81  of  this  chapter, 
and  no  such  data  and  Information  shall 
be  submitted  to  or  received  or  considered 
by  the  Food  and  Drug  Administration  in 
support  of  a  petition  or  other  request 
from  any  other  person. 

§  10.25  Initiation  of  administrative  pro¬ 
ceedings. 

An  administrative  proceeding  tinder 
the  laws  administered  by  the  Commis¬ 
sioner  may  be  Initiated  in  any  of  the  fol¬ 
lowing  three  ways: 

(a)  Any  interested  person  may  peti¬ 
tion  the  Commissioner  to  issue,  amend, 
or  revoke  a  regulation  or  order,  or  to 
take  or  refrain  from  taking  any  other 
form  of  administrative  action,  under  the 
laws  administered  by  him.  Any  such  pe¬ 
tition  shall  be  either  (1)  in  the  form 
specified  in  other  applicable  sections  in 
this  chapter,  e.g.,  the  form  for  a  food  ad¬ 
ditive  petition  in  §  171.100  of  this  chap¬ 
ter  or  for  a  new  drug  appllcati(«  in 
S  314.1  of  this  chapter  or  for  a  new  ani¬ 
mal  drug  application  in  §  514.1  of  this 
chapter,  or  (2)  in  the  form  for  a  citizen 
petition  in  $  10.30. 

(b)  The  Commissioner  may  on  his  own 
initiative  institute  a  proceeding  to  issue, 
amend,  or  revoke  a  regulation  or  order, 
or  to  take  or  refrain  from  taking  any 
other  form  of  administrative  action,  un¬ 
der  the  laws  administered  by  him.  The 
Food  and  Drug  Administration  has  pri¬ 
mary  jurisdiction  to  make  the  initial  de¬ 
termination  on  issues  within  its  statu¬ 
tory  mandate,  and  will  request  a  court 
to  dismiss,  or  to  hold  in  abeyance  its  de¬ 
termination  of  or  refer  to  the  agency  for 
administrative  determination,  any  such 
issue  which  has  not  previously  been  de¬ 
termined  by  the  agency  or  which,  if  it 
has  previously  been  so  determined,  the 
agency  concludes  should  be  reconsidered 
and  subject  to  a  new  administrative  de¬ 
termination.  The  Conunissioner  may,  in 
his  discretion,  utilize  any  of  the  proce¬ 
dures  established  in  this  part  in  review¬ 
ing  and  making  a  determination  on  any 
matter  on  his  own  initiative. 

(c)  The  Commissioner  shall  institute 
a  proceeding  to  determine  whether  he 


should  Issue,  amend,  or  revoke  a  regula¬ 
tion  or  order,  or  take  or  refxaln  frun 
taking  any  other  form  of  administrative 
action  under  the  laws  administered  by 
him,  whenever  any  court,  without  his 
initiative,  holds  in  abeyance  or  refers  any 
such  matter  to  him  for  an  administrative 
determination  and  he  concludes  that 
such  an  administrative  determination  is 
feasible  in  light  of  agency  priorities  and 
resources. 

§  10.30  Citizen  petition. 

(a)  The  provisions  of  this  section 
shall  apply  to  any  petition  submitted 
by  any  person,  except  to  the  extent  that 
specific  provisions  in  other  sections  of 
this  chapter  state  different  require¬ 
ments  with  respect  to  a  particular  mat¬ 
ter. 

(b)  Any  petition  (including  any  at¬ 
tachments)  shall  be  submitted  in  ac¬ 
cordance  with  §  10.20  and  in  the  follow¬ 
ing  form: 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education, 

and  Welfare,  Rm.  4-65,  6600  Fishers  Lane, 

Rockville,  MD  20857. 

Citizen  Petition 

The  undersigned  submits  this  petition 

pursuant  to _ (relevant  statutory 

sections,  if  known)  of  the _ (Fed¬ 

eral  Food,  Drug,  and  Cosmetic  Act  and/or 
the  Public  Health  Service  Act  and/or  any 
other  statutory  provision  with  respect  to 
which  authority  has  been  delegated  to  the 
Commissioner  of  Food  and  Drugs  pursuant 
to  21  CFR  5.1)  to  request  the  Commissioner 

of  Food  and  Drugs  to _ (Issue, 

amend,  or  revoke  a  regulation  or  order  or 
take  or  refrain  from  taking  any  other  form 
of  administrative  action) . 

A.  Action  Requested. 

((1)  If  the  petition  requests  the  Commis¬ 
sioner  to  Issue,  amend,  or  revoke  a  regula¬ 
tion,  the  exact  wording  of  the  existing  reg¬ 
ulation  (if  any)  and  the  proposed  regula¬ 
tion  or  amendment  requested.) 

((2)  If  the  petition  requests  the  Commis¬ 
sioner  to  Issue,  amend,  or  revoke  an  order, 
a  copy  or  the  exact  wording  of  and  citation 
to  the  existing  order  (If  any)  and  the  exact 
wording  requested  for  the  proposed  order.) 

((3)  If  the  petition  requests  the  Commis¬ 
sioner  to  take  or  refrain  from  taking  any 
other  form  of  administrative  action,  the 
specific  action  or  relief  requested.) 

B.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  relies. 
Such  grounds  shall  include  all  relevant  data. 
Information,  and  views  on  which  the  peti¬ 
tioner  relies,  as  well  as  representative  data 
and  information  known  to  the  petitioner 
which  are  unfavorable  ,to  the  petitioner’s 
position,  and  shall  be  submitted  in  a  well- 
organized  format.) 

C.  Environmental  Impact. 

(An  environmental  impact  analysis  report 
in  the  form  specified  in  21  CFR  25.1(g).  ex¬ 
cept  for  the  types  of  actions  specified  in  21 
CFR  26.1(e).) 

D.  Economic  Impact. 

(The  following  information  is  to  be  sub¬ 
mitted  only  when  requesed  by  the  C!om- 
missloner  following  review  of  the  petition: 
A  statement  of  the  effect  of  requested  ac¬ 
tion  on  (1)  cost  (and  price)  Increases  to 
industry,  government,  and  consumers;  (2) 
productivity  of  wage-earners,  businesses,  or 
government;  (3)  competition;  (4)  supplies 
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of  iuiportant  materlaU.  products,  or  services; 
(6)  emplojment;  and  (6)  energy  supply  or 
demand.) 

The  undersigned  certifies,  that,  to  the  best 
of  his  knowledge  and  belief  this  petition  in¬ 
cludes  all  data,  information,  and  views  on 
which  the  petition  relies,  and  that  it  Includes 
representative  data  and  Information  known 
to  the  petitioner  which  are  unfavorable  to 
tae  petition. 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 


(Mailing  address) 


(Telephone  number) 

(c)  Any  petition  which  appears  to 
meet  the  requirements  of  paragraph  (b) 
of  this  section  and  S  10,20  shall  be  filed 
by  the  Hearing  CHerk,  stamped  with  the 
date  of  filing,  and  assigned  a  docket 
number.  The  docket  number  shall  be 
used  to  Identify  the  administrative  file 
established  by  the  Hearing  Clerk  for  all 
submissions  relating  to  the  petition,  as 
provided  In  this  part.  All  subsequent 
submissions  relating  to  the  matter  shall 
refer  to  such  docket  number  and  shall  be 
filed  in  such  administrative  file.  Identi¬ 
cal,  similar,  or  related  petitions  may  be 
filed  together  and  given  the  same  docket 
niunber.  The  Hearing  Clerk  shall 
promptly  notify  the  petitioner  in  writing 
of  the  filing  and  docket  number  of  a 
petition. 

(d)  Any  interested  person  may  submit 
written  comments  to  the  Hearing  Clerk 
on  any  filed  petition,  which  shall  become 
part  of  the  administrative  file.  Such 
comments  shall  specify  the  docket  num¬ 
ber  of  the  petition  and  may  support  or 
oppose  the  petition  in  whole  or  in  part. 
Ai^  request  for  alternative  or  different 
administrative  action  shall  be  in  the 
form  of  a  separate  petition. 

(e) (1)  The  Commissioner  shall,  in  ac¬ 
cordance  with  paragraph  (e)  (2)  of 
this  section,  review  and  rule  upon  every 
petition  filed  pursuant  to  paragraph  (c) 
of  this  section,  taking  into  consideration 

(i)  the  agency  resources  availsibie  to 
handle  the  category  of  subject  matter  in¬ 
volved,  (ii)  the  priority  assigned  to  the 
petition  in  relation  both  to  the  category 
of  subject  matter  involved  and  the  over¬ 
all  work  of  the  agency,  and  (ill)  time  re¬ 
quirements  established  by  statute. 

(2)  A  response  shall  be  furnished  to 
each  petitioner  under  this  section  within 
180  days  of  the  receipt  of  the  petition. 
Such  response  shall  either: 

(1)  Approve  the  petition,  in  which  case 
the  Commissioner  shall  concurrently 
take  appropriate  agency  action  (e.g..  the 
publication  of  a  Federal  Register  no¬ 
tice)  implementing  the  approval;  or 

(ii)  Deny  the  petition;  or 

(iii)  Provide  a  tentative  response,  in¬ 
dicating  why  the  agency  has  been  un¬ 
able  to  reach  a  decision  on  the  merits  of 
the  petition,  e  j;.,  because  of  the  existence 
of  other  agency  priorities,  a  need  for  ad¬ 
ditional  lnf(Hinatlon,  or  other  stated  rea¬ 
son.  The  tentative  response  may  also  in¬ 
dicate  the  likely  ultimate  agency  re¬ 


sponse,  and  may  specify  when  a  final 
respcxise  may  be  furnished. 

(3)  The  Commissioner  may  grant  or 
deny  such  a  petition,  in  whole  or  in  part, 
and  may  grant  such  other  relief  or  take 
such  other  action  as  he  may  determine 
to  be  warranted  by  the  petition.  The 
petititioner  shall  be  notified  in  writing  of 
the  Commissioner’s  decision  on  a  peti¬ 
tion.  Such  decision  shall  be  placed  in 
the  public  docket  file  in  the  office  of  the 
Hearing  CHerk  and  may  also  be  in  the 
form  of  a  notice  publi^ed  in  the  Fed¬ 
eral  Register. 

(f)  If  a  petition  filed  pursuant  to 
paragraph  (c)  of  this  section  requests 
the  Commissioner  to  issue,  amend,  or 
revoke  a  regulation,  the  provisions  of 
3$  10.40  or  10.50  shall  also  apply. 

(g)  A  petlticmer  may  supplement, 
amend,  or  withdraw  his  petition  in  writ¬ 
ing  without  agency  approval  and  without 
prejudice  to  its  resubmission  at  anytime 
until  the  Commissioner  rules  on  the  peti¬ 
tion,  unless  the  petition  has  been  re¬ 
ferred  for  a  hearing  under  Parts  12.  13. 
14,  or  15  of  this  chapter.  After  a  ruling  or 
referral,  a  petition  may  be  supplem«ited, 
amended,  or  withdrawn  only  with  the 
approval  of  the  Commissioner.  TTie  Com¬ 
missioner  may  in  his  discretion  approve 
withdrawal,  but  with  prejudice  against 
resubmission  of  the  petition. 

(h)  In  reviewing  any  matter  which 
is  the  subject  of  a  petitiem  filed  pursuant 
to  paragraph  (c>  of  this  section,  the 
Commissioner  may,  in  his  discretion, 
utilize  any  of  the  following  procedures. 

(1)  Conferences,  meetings,  discussions, 
and  correspondence  pursuant  to  §  10.65. 

(2)  A  formal  evidentiary  public  hear¬ 
ing  pursuant  to  Part  12  of  this  chapter. 

(3)  'A  public  hearing  before  a  Public 
Board  of  Inquiry  pursuant  to  Part  13  of 
this  chapter. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Part  14 
of  this  chapter. 

(5)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  Part  15  of  this 
chapter. 

(6)  A  regulatory  hearing  before  the 
Food  and  Drug  Administration  piusuant 
to  Part  16  of  this  chapter. 

(7)  A  notice  published  in  the  Federal 
Register  requesting  data.  Information, 
and  views. 

(8)  A  proposal  to  issue,  amend,  or  re¬ 
voke  a  regulation,  in  accordance  with  the 
provisions  of  §  10.40  or  S  12.5  of  this 
chapter. 

(9)  Any  other  specific  public  proce¬ 
dure  established  by  the  provisions  in 
other  sections  of  this  chapter  and  explic¬ 
itly  made  applicable  to  the  matter  by 
those  provisions. 

(1)  The  record  of  the  administrative 
pr(x:eeding  shall  consist  of  the  following: 

(1)  The  petition,  including  all  data 
and  Information  on  which  it  relies,  filed 
by  the  Hearing  Clerk. 

(2)  All  comments  received  on  the  pe¬ 
tition,  including  all  data  ch*  information 
submitted  as  a  part  of  such  comments. 

(3)  If  the  petition  resulted  in  a  pro¬ 
posal  to  issue,  amend,  or  revoke  a  regu- 
latkm.  all  of  the  documents  specified  in 
9  10.40(g). 


(4)  The  record,  consisting  of  any  tran¬ 
scripts,  minutes  of  meetings,  reports. 
Fbokeal  RxGism  notices,  and  other  doc¬ 
uments,  resulting  from  any  the  op¬ 
tional  procedures  specified  in  paragra^ 
(g)  of  this  sectimi.  except  that  it  shall 
not  include  the  transcript  of  any  closed 
portion  of  any  public  advisory  committee 
meeting. 

(5)  The  Commissioner’s  decisiim  on 
the  petition,  including  ail  data  and  in¬ 
formation  identified  or  filed  by  the  Com¬ 
missioner  with  the  Hearing  Clerk  as  part 
of  the  record  supporting  the  decision. 

(6)  All  documents  filed  with  the  Hear¬ 
ing  Clerk  pursuant  to  9  10.65(h). 

(7)  If  any  petition  for  reconsideration' 
or  for  a  stay  of  action  is  filed  pursuant  to 
paragraph  (j)  of  this  section,  the  ad¬ 
ministrative  record  specified  in  9  10.33 
(k)  or  9  10.35(h)  respectively, 

(j)  ’The  administrative  record  speci¬ 
fied  in  paragraph  (i)  of  this  section  shall 
constitute  the  exclusive  record  for  the 
Commissioner’s  decision.  The  record  of 
the  administrative  proceeding  shall  be 
cjosed  as  of  the  date  of  the  Commission¬ 
er's  decision  unless  some  other  date  for 
the  closing  of  the  record  is  specified  by 
the  Commissioner.  Thereafter  any  inter¬ 
ested  person  may  submit  a  petition  for 
reconsideration  pursuant  to  9  10.33  and  a 
petition  for  stay  of  action  pursuant  to 
S  10.35.  Any  person  who  wishes  to  rely 
upon  data,  information,  or  views  not  in¬ 
cluded  in  the  administrative  record  shall 
submit  it  to  the  Commissioner  with  a  new 
petition  to  modify  the  decision  pursuant 
to  this  section. 

(k)  ’The  provisions  of  this  section  shall 
not  apply  to  the  referral  of  a  matter  to 
a  United  States  attorney  for  the  initia¬ 
tion  of  court  enforcement  action  and  re¬ 
lated  correspondence,  or  to  requests, 
suggestions,  and  recommendations  made 
informally  in  routine  correspondence  re¬ 
ceived  by  the  Food  and  Drug  Adminis¬ 
tration.  Such  correspondence  does  not 
constitute  a  petition  within  the  meaning 
of  this  section  unless  it  purports  to  meet 
the  requirements  of  this  section.  Action 
with  respect  to  such  routine  correspond¬ 
ence  does  not  constitute  final  ad^nis- 
trative  action  which  is  subject  to  judi¬ 
cial  review  pursuant  to  9  10.45. 

(l)  The  Hearing  Clerk  shall  maintain 
a  chronological  list  of  all  petitions  filed 
pursuant  to  this  section  and  9  10.85,  but 
excluding  petitions  submitted  elsewhere 
in  the  agency  pursuant  to  9  10.25(a)  (1) , 
showing: 

(1)  The  docket  number. 

(2)  The  date  the  petition  was  filed  by 
the  Hearing  Clerk. 

(3)  TTie  name  of  the  petitioner. 

( 4>  ’The  subject  matter  involved. 

(5)  ’The  disposition  of  the  petition. 

§  10.33  .4dministralivr  reconsidoratiun 
of  arlion. 

(a)  The  Commissioner  may  at  any 
time  conclude  to  reconsider  any  matter, 
on  his  own  initiative  or  on  the  petition 
of  any  interested  person. 

(b)  Any  Interested  person  may  request 
reconsideration  of  any  part  or  all  of  a 
decision  of  the  Commissioner  on  any 
petition  submitted  pursuant  to  9  10.25 
(a) .  Any  such  request  shall  be  submitted 
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in  accordance  with  §  10.20  and  In  the 
following  form  no  later  than  30  days 
after  the  date  of  the  decision  involved. 
In  the  case  of  a  decision  published  in 
the  Federal  Register,  the  day  of  publi¬ 
cation  shall  be  the  day  of  decision. 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Bkiucatlon,  and 

Welfare,  Rm.  4-65,  5600  Fishers  Lane,  Rock¬ 
ville.  MD  20857. 

Petition  for  Reconsideration 
Docket  No. _ 

The  undersigned  submits  this  petition  for 
reconsideration  of  the  decision  of  the  Com¬ 
missioner  of  Food  and  Drugs  In  Docket 
No . 

A.  Decision  Involved. 

(A  concise  statement  of  the  decision  of  the 
Commissioner  which  the  petitioner  wishes 
to  have  reconsidered.) 

B.  Action  Requested. 

(The  decision  which  the  petitioner  re¬ 
quests  the  Commissioner  to  make  upon  re¬ 
consideration  of  the  matter.) 

C.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  relies. 
8uch  grounds  shall  demonstrate  that  rele¬ 
vant  data.  Information,  and  views  contained 
In  the  administrative  record  were  not  pre¬ 
viously  or  not  adequately  considered  by  the 
Commissioner.  No  new  data.  Information,  or 
Views  may  be  Included  in  a  petition  for  re¬ 
consideration.) 

Very  truly  yours. 


(Signature) 


(Name  of  petitioner) 


(Mailing  address) 


(Telehpone  number) 

(c)  A  petition  for  reconsideration  re¬ 
lating  to  a  petition  submitted  pursuant 
to  §  10.25(a)  (2)  shall  be  subject  to  the 
requirements  of  §  10.30  (c)  and  (d),  ex¬ 
cept  that  it  shall  be  filed  in  the  same 
docket  file  as  the  petition  to  which  it 
relates. 

(d)  The  Commissioner  shall  promptly 
review  a  petition  for  reconsideration, 
nie  Commissioner  may  grant  such  a 
petition  in  any  proceeding  when  he  de¬ 
termines  that  it  is  in  the  public  interest 
and  in  the  interest  of  justice.  The  Com¬ 
missioner  shall  grant  a  petition  for  re¬ 
consideration  in  any  proceeding  if  he  de¬ 
termines  that  all  of  ^e  following  apply: 

(1)  the  petition  demonstrates  that  rele¬ 
vant  data,  information,  or  views  con¬ 
tained  in  the  administrative  record  were 
not  previously  or  not  adequately  consid¬ 
ered  by  the  Commissioner,  (2)  the  peti¬ 
tioner’s  position  is  not  frivolous  and  is 
being  pursued  in  good  faith,  (3)  the  peti¬ 
tioner  has  demonstrated  sound  public 
policy  grounds  supporting  reconsidera¬ 
tion,  and  (4)  reconsideration  is  not  out- 
W'eighed  by  public  health  considerations 
or  other  public  interests. 

(e)  A  petition  for  reconsideration  shall 
be  based  only  on  data,  information,  and 
views  contained  in  the  administrative 
record  on  which  the  Commissioner  made 
his  decision.  Any  interested  person  who 
wishes  to  rely  upon  data,  information,  or 
views  not  included  in  such  administra¬ 


tive  record  shall  submit  it  to  the  Com¬ 
missioner  with  a  new  petition  to  modify 
the  decision  pursuant  to  §  10.25(a) . 

(f)  The  Commissioner’s  decision  on  a 
petition  for  reconsideration  shall  be  in 
writing  and  shall  be  placed  on  public  dis¬ 
play  as  part  of  the  administrative  file  on 
the  matter  in  the  ofBce  of  the  Hearing 
Clerk.  A  determination  to  grant  recon¬ 
sideration  shall  be  published  in  the 
Federal  Register  if  the  Commissioner’s 
original  decision  was  published  in  the 
Federal  Register.  Any  other  determina¬ 
tion  to  grant  or  to  deny  reconsideration 
may  also  be  published  in  the  Federal 
Register. 

(g)  The  Commission  will  consider  a 
petition  for  reconsideration  only  if  it  is 
submitted  within  30  days  of  the  date  of 
the  decision  involved  and  before  such 
petitioner  brings  legal  action  in  the 
courts  to  review  such  action,  except  that 
such  a  petition  shall  also  be  considered 
if  the  Commissioner  has  denied  a  petition 
for  stay  of  action  and  such  petitioner  has 
petitioned  for  judicial  review  of  the  Com¬ 
missioner’s  action  and  requested  the  re¬ 
viewing  court  to  grant  a  stay  pending 
consideration  of  such  review,  A  petition 
for  reconsideration  submitted  later  than 
30  days  after  the  date  of  the  decision 
involved  shall  be  denied  as  untimely.  A 
petition  for  reconsideration  shall  be  con¬ 
sidered  as  submitted  on  the  day  it  is 
received  by  the  Hearing  CJlerk, 

(h)  The  Commissioner  may  on  his 
own  initiative  decide  to  reconsider  all  or 
part  of  any  matter  at  any  time  after  it 
has  been  decided  or  action  has  been 
taken.  If  review  of  such  matter  is  pend¬ 
ing  in  the  courts,  the  Commissioner  may 
request  that  the  court  refer  the  matter 
back  to  the  agency  or  hold  its  review  in 
abeyance  pending  administrative  recon¬ 
sideration.  The  administrative  record  of 
the  proceeding  shall  include  all  addi¬ 
tional  documents  relating  to  such  recon¬ 
sideration. 

(i)  After  determining  to  reconsider  a 
matter,  whether  on  the  petition  of  an 
interested  person  or  on  his  own  initiative, 
the  Commissioner  shall  review  and  rule 
on  the  merits  of  the  matter  pursuant  to 
§  10.30(e) .  ’The  Commissioner  may  re¬ 
affirm,  modify,  or  overrule  his  prior  de¬ 
cision,  in  whole  or  in  part,  and  may  grant 
such  other  relief  or  take  such  other  action 
as  he  may  determine  to  be  warranted. 

(j)  The  Commissioner’s  reconsidera¬ 
tion  of  any  matter  relating  to  a  petition 
submitted  pursuant  to  §  10.25(a)  (2) 
shall  be  subject  to  the  provisions  of 
§  10.30  (f)  through  (h),  (j),  and  (k). 

(k)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  follow¬ 
ing: 

(l)  The  record  of  the  original  petition 
specified  in  §  10.30(i). 

(2)  The  petition  for  reconsideration, 
including  all  data  and  Information  on 
which  it  relies,  filed  by  the  Hearing 
Clerk. 

(3)  All  comments  received  on  such 
petition,  including  all  data  or  informa¬ 
tion  submitted  as  a  part  of  such 
comments. 

(4)  The  Commissioner’s  decision  (m 
such  petition  pursuant  to  paragraph  (f) 
of  this  section,  including  all  data  and 


information  identified  or  filed  by  the 
Commissioner  with  the  Hearing  Clerk  as 
part  of  the  record  supporting  the  de¬ 
cision. 

(5)  Any  Federal  Register  notices  or 
other  documents  resulting  from  such 
petition. 

(6)  All  documents  filed  with  the  Hear¬ 
ing  Clerk  pursuant  to  S  10.65(h). 

(7)  If  the  Commissioner  reconsiders 
the  matter,  the  administrative  record  re¬ 
lating  to  such  reconsideration  specified 
in  §  10.30(1). 

§  10.35  Adniiiiibtrativc  stay  of  arlion. 

(a)  The  Commissioner  may  at  any 
time  stay  (including  extend)  the  effec¬ 
tive  date  of  any  relevant  action  pending 
or  following  his  decision  on  any  matter, 
on  his  own  initiative  or  on  the  petition 
of  any  interested  person. 

(b)  Any  interested  person  may  request 
the  Commissioner  to  stay  the  effective 
date  of  any  administrative  action.  Such 
a  stay  may  be  requested  for  a  specific 
time  period  or  for  an  indefinite  time  pe¬ 
riod.  Any  such  request  shall  be  submitted 
in  accordance  with  §  10.20  ttnd  in  the  fol¬ 
lowing  form  no  later  than  30  days  after 
the  date  of  the  decision  involved.  In  the 
case  of  a  decision  published  in  the  Fed¬ 
eral  Register,  the  day  of  publication 
shall  be  the  day  of  decision. 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education, 

and  Welfare,  Rm.  4-66,  6600  Fishers  Lane, 

Rockville.  MD  20857 

Petition  for  Stay  op  Action 

The  undersigned  submits  this  petition  re¬ 
questing  that  the  Ckimmlssloner  of  Food 
and  Drugs  stay  the  effective  date  of  his  ac¬ 
tion  with  respect  to  the  following  matter. 

A.  Decision  Involved. 

(The  specific  administrative  action  being 
taken  by  the  Commissioner  for  which  a  stay 
is  requested.  Including  the  docket  number  or 
other  citation  to  the  action  involved.) 

B.  Action  Requested. 

(The  length  of  time  for  which  tb^  stay  Is 
requested,  which  may  be  for  a  specific  or  In¬ 
definite  time  period.) 

C.  Statement  of  Grounds. 

(A  full  statement  of  the  factual  and  legal 
grounds  upon  which  the  petitioner  relies  for 
the  stay.) 

Very  truly  yours. 

(Signature) 


(Name  of  petitioner) 


(Mailing  address) 


(Telephone  number) 


(c)  A  petition  for  stay  of  action  relat¬ 
ing  to  a  petition  submitted  pursuant  to 
§  10.25(a)  (2)  shall  be  subject  to  the  re¬ 
quirements  of  paragraphs  (c)  and  (d)  of 
§  10.30,  except  that  It  shall  be  filed  in 
the  same  docket  file  as  the  petition  to 
which  it  relates. 

(d)  Neither  the  filing  of  a  petition  for 
a  stay  of  action  pursuant  to  this..-section 
nor  action  taken  by  an  interested  person 
in  accordance  with  any  other  adminis¬ 
trative  procedure  in  this  part  or  in  any 
other  section  of  this  chapter,  e.g.,  the 
filing  of  a  citizen  pietition  pursuant  to 
§  10.30  or  a  petition  for  reconsideration 
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pursuant  to  8 10^3  or  a  request  for  an 
advlsMT  opinion  pursuant  to  8 10.80, 
shall  operate  to  stay  or  otherwise  delay 
any  administrative  action  by  the  Com* 
mlssloner.  Including  enforcement  action 
of  any  kind,  unless  one  of  the  follow¬ 
ing  applies: 

(1)  The  Commissioner.  In  his  dlscre- 
ti(m.  determines  that  a  stay  or  delay  is 
In  the  public  Interest  and  stays  the 
action. 

(2)  A  statutory  provlsi<m  requires  that 
the  matter  be  stayed. 

(3)  A  court  orders  that  the  matter  be 
stayed. 

(e)  The  Commissioner  shall  prcnnptly 
review  a  petition  for  stay  of  actlcm.  The 
Commissioner  may  grant  or  deny  such  a 
petition,  in  whole  in  part,  and  may 
grant  such  other  relief  or  take  such  other 
action  as  he  may  determine  to  be  war¬ 
ranted  by  the  petition.  The  Commis¬ 
sioner  may  grant  a  stay  In  any  proceed¬ 
ing  If  he  determines  that  It  Is  In  the  pub¬ 
lic  Interest  and  In  the  Interest  of  Justice. 
The  Commissioner  shall  grant  a  stay  In 
any  proceeding  If  he  determines  that  all 
of  the  following  apply;  (1)  The  peti¬ 
tioner  will  otherwl^  suffer  Irreparable 
Injury,  (2)  the  petltlmier’s  case  Is  not 
frivolous  and  Is  b^g  pursued  In  good 
faith,  (3)  the  petltlcmer  has  denum- 
strated  sound  public  policy  grounds  sup¬ 
porting  the  stay,  and  (4)  the  delay  re¬ 
sulting  frmn  the  stay  Is  not  outweighed 
by  public  health  considerations  or  other 
public  Interests. 

(f)  The  CMnmlssloner’s  declslmi  on  a 
petition  for  stay  of  action  ^aJl  be  In 
writing  and  shall  be  placed  on  public 
display  as  part  of  the  file  on  the  matter 
In  the  oflBce  of  the  Hearing  Clerk.  A  de¬ 
termination  to  grant  a  stay  shall  be 
published  In  the  ftosKAL  Rbgisteb  If  the 
Commissioner’s  original  declskm  was 
published  In  the  Fedkrai.  Rbgistbb.  Any 
other  determination  to  grant  or  to  doiy 
a  stay  may  also  be  published  In  the  Pto- 
iRAL  Register. 

(g)  A  petition  tor  a  stay  of  acHon 
submitted  later  than  30  days  after  the 
date  of  the  decision  Involved  shall  be 
denied  as  imtlmely.  A  petition  for  a  stay 
of  action  shall  be  cmisldered  as  submit¬ 
ted  cm  the  day  It  Is  received  by  the 
Hearing  derk. 

(h)  The  record  of  the  administrative 
proceeding  shall  ccmslst  of  the  following: 

(1)  The  record  of  the  proceeding  to 
which  the  petition  for  stay  of  action  Is 
directed. 

(2)  The  petltlcm  for  stay  of  actlcm,  In¬ 
cluding  all  data  and  Information  on 
which  It  relies,  filed  by  the  Hearing 
Clerk. 

(3)  All  comments  received  cm  such 
petition.  Including  all  data  or  Informa- 
tlcm  submitted  as  a  part  of  such  com¬ 
ments. 

(4)  The  Commissioner’s  decision  cm 
such  petition  pursuant  to  paragraph  (e) 
of  this  sectlcm.  Including  all  data  and 
information  Idmtlfied  or  filed  by  the 
Ccxnmissloner  with  the  Hearing  Clerk 
as  part  of  the  record  suimortlng  the 
decision. 

(5)  Any  Federal  Register  notices  or 
other  d(x:ument8  r«ulting  from  such 
petition. 


(6)  All  documoits  filed  with  the  Hear¬ 
ing  Clerk  pursuant  to  8  10.65(h). 

§  10.40  Promulgation  of  rrgulationa  for 
the  efficient  enforcement  of  the  law. 

(a)  The  Commlsslcmer  may  propose 
and  promulgate  regulations  for  the 
efficient  enforcement  of  the  laws  admin¬ 
istered  by  him  whenever  he  ccmcludes 
that  It  is  necessary  or  appropriate  to  do 
so.  The  Issuance,  amendment,  or  revcx^a- 
tion  of  any  such  regulation  may  be  ini¬ 
tiated  in  any  of  the  ways  specified  in 
$  10.25. 

(1)  This  section  shall  apply  to  any 
regulation  (1)  not  subject  to  8  10.50  and 
Part  12  of  this  chapter  or  (11)  If  It  Is 
subject  to  8  10.50  and  Part  12  of  this 
chapter,  to  the  extent  that  those  provi¬ 
sions  make  this  section  aimllcable. 

(2)  A  regulaticm  proposal  by  an  In¬ 
terested  person  In  a  petition  submitted 
piu^uant  to  8  10.25(a)  shall  be  published 
by  the  Commissioner  In  the  ftoxRAL 
Register  as  a  proposal  If  he  determines 
that; 

(I)  The  petition  contains  facts  demon¬ 
strating  reasonable  grounds  for  the 
proposal. 

(II)  The  petltlcm  contains  a  substan¬ 
tial  showing  that  the  proposal  Is  In  the 
public  Interest  and  will  promote  the 
objectives  ot  the  act  and  the  agency. 

(Ul)  The  requestec^inoposal  is  lawful. 

(3)  TTie  Commissioner  may  ptriailsh 
two  or  more  alternative  prcmosed  regu¬ 
lations  on  tile  same  subject  In  order  to 
obtain  ccgnment  on  the  dlffer^t  alter¬ 
natives. 

(4)  The  Commlsslcmer  may  publish  a 
regulation  proposed  by  an  interested  per¬ 
son  in  a  petition  submitted  pursuant  to 
8  10.25(a)  together  with  the  Oonunls- 
sloner’s  jH^ellmlnary  views  cm  the  pro- 
pcieal  and  any  alternative  imoposal. 

(b)  Except  as  provided  In  paragraphs 
(d)  and  (e)  of  this  sectlcm.  any  such 
regulation  shall  be  the  subject  of  a  notice 
of  proposed  rule  making  published  In  the 
Federal  Register. 

(1)  Such  notice  shall  ccmtaln  (1)  a 
general  statement  In  the  first  or  seccmd 
paragraph  describing  the  substance  of 
the  document  in  easily  understandable 
terms,  (11)  a  preamUe  which  summarizes 
the  proposal  and  the  facts  and  policy 
underlying  It.  (lU)  references  to  all  data 
and  information  on  which  the  Commis¬ 
sioner  relies  for  the  proposal  (copies  or 
a  full  list  cff  which  shall  be  a  part  of  the 
administrative  file  cm  the  matter  In  the 
office  cff  the  Hearing  Clerk) ,  (Iv)  the  au¬ 
thority  under  which  the  regulation  is 
proposed,  (v)  either  the  terms  or  sub¬ 
stance  of  the  proposed  regulaticm  or  a 
desciiptlcm  of  the  subjects  and  issues 
involved,  (vl)  a  propos^  effective  date, 
(vll)  a  reference  to  the  existence  or  lack 
of  need  for  an  environmental  impact 
statement  pursuant  to  8  25.25(a)  (3)  (11) 
or  (ill)  of  this  chapter,  (vUi)  the  time, 
place,  and  method  for  Interested  per- 
scms  to  submit  written  comments  on  the 
proposal,  and  a  statement  that  com¬ 
ments  shall  be  submitted  in  accordance 
with  the  requirements  of  this  part  and 
(lx)  the  dcx;ket  number  of  the  matter, 
which  shall  be  used  to  Identify  the  ad¬ 
ministrative  file  established  by  the  Hear¬ 


ing  Clerk  for  all  submissions  relating  to 
the  matter,  as  provided  In  this  part. 

(2)  Such  proposal  shall  ordinarily  pro¬ 
vide  60  dasrs  for  comment,  although  the 
Commissioner  may  reduce  or  extend  this 
time  period  for  good  cause.  In  no  event 
shall  the  time  for  comment  be  less  than 
10  days. 

(3)  After  publication  of  the  notice  of 
proposed  rule  making,  any  interested 
person  may  request  the  Ccanmissloner  to 
extend  the  comment  period  for  an  addi¬ 
tional  specified  perlcld  of  time  by  sub¬ 
mitting  a  written  request  to  the  Hearing 
Clerk  stating  the  grounds  therefor.  Such 
requests  shall  be  pursuant  to  8  10.35,  ex¬ 
cept  that  the  heading  shall  be  “RE¬ 
QUEST  FOR  EXTENSION  OF  COM¬ 
MENT  PERIOD.” 

(I)  Any  such  request  shall  demonstrate 
why  comments  could  not  reasonably  be 
submitted  within  the  time  permitted,  or 
that  important  new  information  will 
shortly  be  available,  or  that  sound  pub¬ 
lic  policy  otherwise  supports  an  exten¬ 
sion  of  the  time  for  comment.  The  Com¬ 
missioner  may  grant  or  deny  such  re¬ 
quest  or  may  grant  an  extension  for  a 
time  period  different  than  that  re¬ 
quested.  Extensions  of  time  to  comment 
will  not  ordinarily  be  granted.  An  exten¬ 
sion  of  time  to  comment*may  be  limited 
to  specific  persons  who  have  made  and 
Justified  such  a  request,  but  shall  or¬ 
dinarily  apply  to  all  Interested  persons. 

(II)  Any  extension  of  time  to  comment 
of  30  days  or  longer  shall  be  the  subject 
of  a  notice  published  In  the  Federal 
Register  and  shall  be  applicable  to  all 
Interested  persons.  Any  extension  of  time 
to  comment  of  less  than  30  days  shall 
be  the  subject  either  of  a  letter  or  memo-  « 
randum  filed  with  the  Hearing  Cleik  or 
of  a  notice  published  In  the  Federal 
Register. 

(4)  Four  copies  of  all  comments  shall 
be  submitted  to  the  Hearing  Cleik,  ex¬ 
cept  that  Individuals  may  submit  single 
copies  of  comments.  Comments  wlU  be 
stamped  with  the  date  of  receipt  and  will 
be  numbered  chronologically. 

(5)  Persons  submitting  comments  crit¬ 
ical  of  a  prcgxwed  regulation  are  en¬ 
couraged  to  include  alternative  wording 
that  they  believe  would  be  preferable. 

(c)  After  the  time  for  comment  cm  a 
proposed  regulation  has  expired,  the 
Commissioner  shall  review  the  entire  ad¬ 
ministrative  record  on  the  matter.  In¬ 
cluding  all  comments,  and  shall  termi¬ 
nate  the  proceeding.  Issue  a  new  prcHPOsal, 
or  promulgate  a  final  regulation,  by  no¬ 
tice  published  in  the  Federal  Register. 

(1)  The  quality  and  persuasiveness  of 
the  comments  shall  determine  the  Cmn- 
missioner’s  decision  with  respect  to  such 
comments.  The  number  or  length  of  com¬ 
ments  Shan  not  ordinarily  be  a  signifi¬ 
cant  factor  in  such  decision.  However, 
the  number  of  comments  may  be  ma¬ 
terial  where  the  degree  of  public  interest 
is  a  legitimate  factor  for  conslderatlmi. 

(2)  The  declslcm  of  the  Commissioner 
with  respect  to  the  matter  shall  be  based 
solely  upon  the  administrative  record. 

(3)  ITie  preamble  to  a  final  regulation 
published  In  the  Federal  Register  shaU 
contain  in  the  first  and  second  para¬ 
graphs  reference  to  prior  notices  relating 
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to  the  same  matter  and  a  general  state¬ 
ment  describing  the  substance  of  the  doc¬ 
ument  in  easily  understandable  terms, 
and  shall  summarize  each  type  of  com¬ 
ment  submitted  on  the  proposal  and  the 
Commissioner’s  conclusions  with  respect 
to  each  such  type  of  comment.  The  pre¬ 
amble  shall  contain  a  thorough  and  com- 
prdiensible  articulation  of  the  reasons 
for  the  Commissioner’s  decision  on  each 
issue. 

(4)  The  notice  promulgating  a  final 
regiilation  published  in  the  Federal  Reg¬ 
ister  shall  specify  the  effective  date.  Such 
effective  date  shall  be  not  less  than  30 
days  after  the  date  of  publication  in  the 
Federal  Register,  except  for:  . 

(i)  A  regulation  that  grants  an  ex¬ 
emption  or  relieves  a  restriction. 

(ii)  Any  other  regulation  where  the 
Commissioner  finds,  and  states  in  the  no¬ 
tice,  good  cause  for  an  earlier  effective 
date. 

(d)  The  provisions  for  notice  and  com¬ 
ment  in  paragraphs  (b)  and  (c)  of  this 
aectlcxi  shall  apply  to  Interpretive  rules 
and  to  rules  of  agency  practice  and  pro¬ 
cedure  except  as  provided  in  paragraph 

(e)  of  this  section.  The  provisions  of 
paragraphs  (b)  and  (c)  of  this  section 
Khali  not  apply  to  general  statements  of 
p(^y  in  the  form  of  informatkmal  no¬ 
tices  published  In  the  ItoERAL  Register 
or  to  matters  involving  agency  organiza¬ 
tion. 

(e)  The  requirements  of  notice  and 
public  procedure  in  paragraph  (b)  of  this 
secticm  .shall  not  iqn>ly  in  any  of  the  fol¬ 
lowing  situations: 

(1)  When  the  Commissioner  deter¬ 
mines  for  good  cause  that  they  are  im¬ 
practicable.  unnecessary,  or  contrary  to 
the  public  interest.  In  su^  cases,  the  no¬ 
tice  promulgating  the  regulaticm  shall 
state  the  reasons  for  such  determination, 
and  shall  provide  an  (^iportunity  for  the 
submission  of  comments  to  determine 
whether  the  regulation  should  subse- 
qumtly  be  modified  or  revoked.  A  sub¬ 
sequent  notice  based  on  those  comments 
may,  but  need  not,  provide  additional 
opportunity  for  public  cmnment. 

(2)  To  food  additive  and  c(dor  addi¬ 
tive  petitions,  which  are  subject  to  the 
provisions  of  §  12.5(b)  (2)  ot  this  chapter. 

(3)  To  new  animal  drug  regulations, 
which  shall  be  promulgated  by  notice 
pursuant  to  section  512(1)  of  the  act. 

(f )  In  addition  to  the  notice  and  pub¬ 
lic  procedure  required  pursuant  to  para¬ 
graph  (b)  of  this  section,  the  Cmnmis- 
sloner  may,  in  his  discretion,  also  subject 
any  proposed  or  final  regulation,  b^ore 
or  after  publication  in  the  Rujeral  Reg¬ 
ister,  to  any  of  the  fc^wlng  additional 
procedmes,  vdiere  they  are  reasonably 
applicable  to  the  matter  involved: 

(1)  Conferences,  meetings,  dlscus- 
sions,  and  correspondence  pursuant  to 
S  10.65. 

(2)  A  formal  evidentiary  pifi>lic  hear¬ 
ing  piusuant  to  Part  12  of  this  chapter. 

(3)  A  public  hearing  before  a  public 
Board  of  Inquiry  pursuant  to  Part  13  of 
this  chapter. 

(4)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Part  14 
of  this  chapter. 


(5)  A  public  hearing  before  the  Cmn- 
mlssloner  pursuant  to  Part  15  of  this 
chapter. 

(6)  A  notice  publUhed  In  the  Federal 
Register  requesting  data.  Information, 
and  views  before  the  Commissioner 
determines  whether  to  propose  a 
regulation. 

(7)  A  draft  of  a  proposed  regulation 
placed  on  public  display  in  the  office  of 
the  Hearing  Clerk.  If  this  procedure  is 
used,  the  Commissioner  shall  publish  an 
appropriate  notice  in  the  Federal  Regis¬ 
ter  stating  that  the  document  is  avail¬ 
able  and  specifying  the  time  within 
which  comments  may  be  submitted 
orally  or  in  writing  on  the  draft  of  the 
proposed  regulation. 

(8)  A  revised  proposal  published  In 
the  Federal  Register,  which  shall  be 
subject  to  all  the  provisions  in  this  sec¬ 
tion  relating  to  proposed  regulations. 

(9)  A  tentative  final  regulation  or 
tentative  revised  final  regulation  placed 
on  public  display  at  the  office  of  the 
Hearing  Clerk  and,  if  deemed  desirable 
by  the  Commissioner,  published  In  the 
Federal  Register.  If  the  tentative  regu¬ 
lation  is  placed  on  display  only,  the  Com¬ 
missioner  shall  publish  an  appropriate 
notice  in  the  Federal  Register  stating 
that  the  document  is  available  and  speci¬ 
fying  the  time  within  which  comments 
may  be  submitted  orally  or  In  writing  on 
the  tentative  final  regulation  and  shall 
mall  a  copy  of  the  tentative  final  regu¬ 
lation  and  the  Federal  Register  notice 
to  each  person  who  submitted  comments 
on  the  proposed  regulation  if  one  has 
been  published. 

(10)  A  final  regulation  published  In 
the  Federal  Register  which  provides  an 
opportunity  for  the  submission  of  fur¬ 
ther  comments,  in  accordance  with  para¬ 
graph  (e)(1)  of  this  section,  to  deter¬ 
mine  whether  the  regulation  should  sub¬ 
sequently  be  modified  or  revoked. 

(11)  Any  other  specific  public  proce¬ 
dure  established  by  the  provisions  In 
other  sections  nf  this  chapter  and  ex¬ 
plicitly  made  applicable  to  the  matter 
by  the  terms  of  those  provisions. 

(g)  The  record  ot  the  administrative 
proceeding  shall  consist  of  all  of  the  f(d- 
low^: 

(1)  If  the  regulation  was  initiated  by 
a  petition,  the  administrative  record 
specified  In  §  10.30(1). 

(2)  If  any  petition  for  reconsidera¬ 
tion  or  for  a  stay  of  action  Is  filed,  the 
administrative  record  specified  In  8  10.33 
(k)  and  8  10.35(h),  respectively. 

(3)  The  notice  of  proposed  rule  mak¬ 
ing  publi^ed  In  the  Federal  Register, 
Including  all  data  and  Information  Iden¬ 
tified  or  filed  by  the  Commissioner  with 
the  Hearing  Clerk  as  part  of  the  admin¬ 
istrative  record  supporting  the  proposaL 

(4)  All  comments  received  on  the  pro¬ 
posal,  including  all  data  or  information 
submitted  as  a  part  of  such  comments. 

(5)  The  notice  promulgating  the  final 
regulation.  Including  all  data  and  infor¬ 
mation  identified  or  filed  by  the  (Com¬ 
missioner  with  the  Hearing  Clerk  sis  part 
of  the  administrative  record  supporting 
the  final  regulation. 

(6)  The  transcripts,  minutes  of  meet¬ 
ings,  reports.  Federal  Register  notices. 


and  other  documents  resulting  from  any 
cff  the  optional  procedures  specified  In 
paragraph  (f)  of  this  section,  except 
that  it  shaU  not  include  any  transcript  of 
any  closed  portion  of  any  public  advisory 
committee  meeting. 

(7)  All  documents  submitted  to  the 
Hearing  Clerk  pursuant  to  8  10.65(h). 

(h)  The  record  of  the  administrative 
proceeding  shall  be  closed  as  of  the  date 
of  the  Commissioner’s  decision  unless 
some  other  date  for  the  closing  of  the 
record  is  specified  by  the  Commissioner. 
Thereafter  any  interested  person  may 
submit  a  petition  for  reconsideration 
pursuant  to  8  10.33  and  a  petition  for  stay 
of.action  pursuant  to  8  10.35.  Any  person 
who  wishes  to  rely  upon  data,  informa¬ 
tion,  or  views  not  included  in  the  admin¬ 
istrative  record  shall  submit  it  to  the 
Commissioner  with  a  new  petition  to 
modify  the  final  regulation. 

(i)  The  Hearing  CHerk  shall  main¬ 
tain  a  chronological  list  of  all  regulations 
proposed  and  promulgated  pursuant  to 
this  section  and  8  10.50.  but  excluding 
regulations  resulting  from  petitions  filed 
and  assigned  a  docket  number  pursuant 
to  8  10.30.  showing; 

(1)  The  docket  number,  which  in  the 
case  of  a  petition  submitted  directly  to  a 
bureau  shall  be  the  number  or  other 
designation  assigned  by  the  bureau,  e.g., 
the  number  assigned  to  a  f(x>d  additive 
petition. 

(2)  The  name  of  the  petitioner,  if  any. 

(3)  The  subject  matter  Involv^. 

(4)  The  disposition  of  the  petition. 

§  10.45  Court  review  of  final  adminia* 
tradve  action;  exhaustion  of  admin* 
istrative  reme^es. 

(a)  The  provisions  of  this  section 
shall  apply  to  court  review  of  any  final 
administrative  action  taken  by  the  Com¬ 
missioner,  including  action  taken  pur¬ 
suant  to  88  10.25  through  10.40  and 
816.1(b)  of  this  chapta*  except  action 
subject  to  the  provisions  of  8  10.50  and 
Part  12  of  this  chapter. 

(b)  Any  request  that  the  Commis¬ 
sioner  take  or  refrain  from  taking  any 
form  of  administrative  action  shall  first 
be  the  subject  of  a  final  administrative 
decision  based  upon  a  petition  submitted 
to  the  Commissioner  pursuant  to  8  10.25 
(a)  or,  where  applicable,  a  hearing  pur¬ 
suant  to  8  16.1  (b)  of  this  chapter  before 
any  legal  action  Is  filed  In  a  court  com¬ 
plaining  of  the  Commlsslcmer’s  action  or 
failure  to  act.  If  any  court  action  is  filed 
complaining  of  the  Commissioner’s  ac¬ 
tion  or  failure  to  act  prior  to  the  submis¬ 
sion  of  and  decision  on  a  petition  pursu¬ 
ant  to  8  10.25(a)  or.  where  applicable,  a 
hearing  pursuant  to  8  16.1(b)  of  this 
chapter,  the  Commissioner  will  request 
dismissal  of  such  court  action  or  referral 
to  the  agency  for  an  initial  administra¬ 
tive  determination  on  the  grounds  of  a 
failure  to  exhaust  the  administrative 
remedies  provided  in  this  part,  the  lack 
of  final  agency  action  as  required  by  5 
n.S.C.  701  et  seq.,  and  the  lack  of  an 
actual  controversy  as  required  by  28 
U.S.C.  2201. 

(c)  Any  request  that  any  form  of  ad¬ 
ministrative  action- be  stayed  shall  first 
be  the  subject  of  an  administrative  decl- 
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Sion  based  upon  a  petition  for  stay  of 
action  submitted  to  the  Commissioner 
pursuant  to  S  10.35  before  any  request  is 
made  that  a  court  stay  such  action.  If 
any  court  action  is  filed  requesting  a  stay 
of  any  administrative  action  taken 
by  the  Commissioner  prior  to  the  Com¬ 
missioner’s  decision  on  a  petition  sub¬ 
mitted  in  a  timely  manner  pursuant  to 
§  10.35,  the  Commissioner  will  request 
dismissal  of  such  court  action  or  reirral 
to  the  agency  for  an  initial  administra¬ 
tive  determination  on  the  grounds  of 
a  failure  to  exhaust  the  administrative 
remedies  provided  in  this  part,  the 
lack  of  final  agency  action  as  required  by 
6  n.S.C.  701  et  seq.,  and  the  lack  of  an 
actual  controversy  as  required  by  28 
U.S.C.  2201.  If  any  court  action  is  filed 
requesting  a  stay  of  any  administrative 
action  taken  by  the  Commissioner  after 
a  petition  for  a  stay  of  action  is  denied 
because  it  was  submitted  after  expira¬ 
tion  of  the  30-day  time  period  specified 
In  8  10.35,  or  after  the  time  for  submit¬ 
ting  such  a  petition  has  expired,  the 
Commissioner  will  request  dismissal  of 
such  court  action  on  the  ground  of  a  fail¬ 
ure  to  exhaust  the  administrative  reme¬ 
dies  set  out  in  this  part. 

(d)  The  Commissioner’s  final  decision 
on  a  petition  submitted  pursuant  to 
1 10.25(a) ,  on  a  petition  for  reconsidera¬ 
tion  submitted  pursuant  to  8  10.33.  on  a 
petition  for  stay  of  action  submitted  pur¬ 
suant  to  8  10.35,  on  any  advisory  opinion 
Issued  pursuant  to  8  10.85,  on  any  guide¬ 
line  issued  pursuant  to  8  10.90.  on  any 
matter  Involving  administrative  action 
which  is  the  subject  of  an  opportunity 
for  a  hearing  pxirsuant  to  8  16.1(b)  of 
this  chapter,  or  the  issuance  of  any  final 
regulation  published  in  accordance  with 
8 10.40,  each  constitutes  final  agency 
action  reviewable  in  the  courts  pursuant 
to  5  U.S.C.  701  et  seq.  and,  where  appro¬ 
priate,  28  U.S.C.  2201. 

(1)  It  is  the  position  of  the  Food  and 
Drug  Administration  except  as  otherwise 
provided  in  paragraph  (d)  (2)  of  this 
section  that: 

(1)  Any  such  final  agency  action  ex¬ 
hausts  all  administrative  remedies  and 
Is  ripe  for  preenforcement  Judicial  re¬ 
view  as  of  the  date  of  such  final  decision, 
unless  applicable  law  explicitly  requires 
that  the  petitioner  take  further  action 
before  Judicial  review  is  available. 

(11)  Any  interested  person  is  affected 
by,  and  thus  has  standing  to  obtain  Judi¬ 
cial  review  of,  such  final  agency  action. 

(Ui)  It  is  not  appropriate  to  move  to 
dismiss  a  suit  for  preenfcu'cement  Judi¬ 
cial  review  of  such  final  agency  action 
on  the  ground  that  indispensable  parties 
are  not  Joined  or  that  it  is  an  uncon¬ 
sented  suit  against  the  United  States  if 
such  defect  could  be  cured  by  amending 
the  complaint. 

(2)  The  Commissioner  will  object  to 
Judicial  review  of  any  matter  if : 

(1)  The  matter  is  committed  by  law  to 
the  discretion  (ff  the  Commissioner,  e.g., 
a  decision  to  recommend  or  not  to  rec¬ 
ommend  civil  or  criminal  enforcement 
action  under  sections  302,  303,  and  304  of 
the  act. 
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(il)  Review  Is  not  sought  in  a  proper 
court. 

(e)  Any  interested  person  may  request 
Judicial  review  of  any  final  decision  of 
the  Commissioner  in  the  courts  without 
first  petitioning  the  Commissioner  for  re- 
c(Hi8lderation  or  for  a  stay  of  action, 
except  that  in  accordance  with  para¬ 
graph  (c)  of  this  section  such  person 
shall  request  a  stay  by  the  Commi^oner 
pursuant  to  8  10.35  before  he  may  request 
a  stay  by  the  court. 

(f)  The  Commissioner  will  take  the 
position  in  any  action  for  Judicial  review 
under  5  U.S.C.  701  et  seq.,  whether  or  not 
it  Includes  a  request  for  a  declaratory 
Judgment  under  28  U.S.C.  2201,  or  in  any 
other  case  in  which  the  validity  of  ad¬ 
ministrative  acti(Hi  is  properly  chal¬ 
lenged,  that  the  validity  of  the  action 
shall  be  determined  solely  on  the  basis  of 
the  administrative  record  specified  in 
88  10.30(1),  10.33(k),  10.35(h),  10.40(g). 
and  16.80(c)  of  this  chapter,  or  the  ad¬ 
ministrative  record  applicable  with  re¬ 
spect  to  any  decision  or  action  imder  the 
regulations  referenced  in  8  16.1(b)  of  this 
chapt«:,  and  that  additional  data,  infor¬ 
mation.  or  views  may  not  be  ccmsidered. 
Any  interested  person  who  wishes  to  rely 
upon  data,  information,  or  views  not  in¬ 
cluded  in  the  administrative  record  shall 
sulmlt  it  to  the  Commissioner  with  a 
new  petition  to  modify  the  action  pursu¬ 
ant  to  8  10.25(a). 

(g)  The  Commissicm^  requests  that 
all  petiticms  for  Judicial  review  of  a  par¬ 
ticular.  matter  be  filed  in  a  single  United 
States  district  court.  If  such  petitions  are 
filed  in  more  than  one  jurisdiction,  the 
Commissioner  shall  take  appropriate  ac¬ 
tion  to  prevent  a  multiplicity  of  suits  in 
various  jurisdictions,  such  as: 

(1)  A  request  for  transfer  of  one  or 
more  suits  to  consolidate  separate  ac¬ 
tions.  pursuant  to  28  U.S.C.  1404(a)  or 
28  U.S.C.  2112(a). 

(2)  A  request  that  actions  in  all  but 
one  Jurisdiction  be  stayed  pending  the 
conclusion  of  one  proceeding. 

(3)  A  request  that  all  but  one  action 
be  dismissed  pending  the  conclusi(m  of 
one  proceeding,  with  the  suggestion  that 
the  other  plaintiffs  intervene  in  that  one 
suit. 

(4)  A  request  that  one  of  the  suits  be 
maintained  as  a  class  action  in  behalf  of 
all  affected  persons. 

(h)  Upon  Judicial  review  of  adminis¬ 
trative  action  pursuant  to  this  section: 

(1)  If  a  court  determines  that  the  ad¬ 
ministrative  record  is  Inadequate  to  sui>- 
ix>rt  the  action,  the  Conunisslcmer  shall 
determine  whether  he  wishes  to  proceed 
with  such  action. 

(i)  If  the  Commissioner  concludes  that 
such  action  should  be  pursued,  he  shall 
either  request  that  the  court  remand  the 
matter  to  the  agency  to  reopen  the  ad¬ 
ministrative  proceeding  and  record,  or  on 
his  own  initiative  recven  the  adminis¬ 
trative  proceeding  and  record  upcm  re¬ 
ceipt  of  the  court  determination.  Any 
such  reopened  administrative  proceed¬ 
ing  shall  be  conducted  piumiant  to  the 
provisions  of  this  part  and  in  accordance 
with  any  directions  (ff  the  court. 
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(ii)  If  the  Commissioner  c<mcludes 
that  the  public  Interest  requires  that  the 
action  remain  in  effect  pending  further 
administrative  lU'oceedings,  he  shall  re¬ 
quest  that  the  cotut  not  stay  the  matter 
in  the  interim  and  shall  exp^ite  the  fur¬ 
ther  administrative  proceedings. 

(2)  If  a  court  determines  that  the  ad¬ 
ministrative  record  is  adequate,  but  the 
rationale  for  the  action  requires  further 
elucidation: 

(i)  The  Commissioner  shall  request 
either  that  such  further  explanation  be 
provided  in  uTlting  directly  to  the  court 
without  further  administrative  proceed¬ 
ings,  or  that  the  administrative  proceed¬ 
ing  be  reopoied  piusuant  to  paragraph 
(h)  (1)  (i)  of  this  section. 

(ii)  If  he  concludes  that  the  public  in¬ 
terest  requires  that  the  action  remain  in 
effect  pending  further  court  or  adminis¬ 
trative  proceedings,  he  shall  request  that 
the  court  not  stay  the  matter  in  tiie  in¬ 
terim  and  shall  expedite  such  further 
proceedings. 

§  10.50  Promul|tation  of  re|(ulationa 
and  orders  after  an  opportunity  for  a 
formal  evidentiary  public  hearing. 

(a)  The  Commissioner  shall  promul¬ 
gate  regulations  and  orders  after  an  op¬ 
portunity  for  a  formal  evidentiary  public 
hearing,  in  accordance  with  the  proce¬ 
dures  established  in  Part  12  of  this  chap¬ 
ter,  whenever  all  of  the  following  apply : 

(1)  The  subject  matter  of  the  regula¬ 
tion  or  order  involved  is  subject  by  stat¬ 
ute  to  an  opportunity  for  a  formal  evi¬ 
dentiary  public  hearing. 

(2)  ’The  person  requesting  such  a 
hearing  has  a  right  to  an  opportunity  for 
a  hearing  and  submits  adequate  Justifi¬ 
cation  for  such  a  hearing  as  required  by 
8$  12.5  through  12.22  of  this  chapter  and 
other  applicable  provisions  in  this  chap¬ 
ter.  eg..  88  314.200.  430.20(b),  514.200, 
and  601.7(a). 

(b)  The  Commissioner  may  order  a 
formal  evidentiary  public  hearing  on  any 
matter  whenever  he  determines,  in  his 
discretion,  that  it  would  be  in  the  pub¬ 
lic  interest  to  do  so. 

(c)  ’The  statutory  provisions  which 
permit  a  person  who  would  be  adversely 
affected  by  administrative  action  an  op¬ 
portunity  for  a  formal  evidentiary  public 
hearing  are  as  follows  (the  foregoing  list 
imparts  no  right  to  a  hearing  where  no 
opportunity  for  a  hearing  is  provided  by 
the  statutory  sections  listed) : 

(1)  Section  401  of  the  act  relating  to 
definitlrais  and  standards  for  food. 

(2)  Section  403 (J)  of  the  act  relating 
to  regulations  for  labeling  of  foods  for 
special  dietary  uses. 

(3)  Section  404(a>  of  the  act  relating 
to  regulations  providing  for  emergency 
permit  control. 

(4)  Section  406  of  the  act  relating  to 
tolerances  for  poisonous  substances  in 
food. 

(5)  Section  409  (c),  (d).and  (h)  of  the 
act  relating  to  food  additive  regulaticms. 

(6)  Section  501(b)  of  the  act  relating 
to  tests  or  methods  of  assay  for  drugs 
described  in  official  compendia. 
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(7)  Section  502(d)  of  the  act  relating 
to  regulations  designating  habit-forming, 
drugs. 

(8)  Section  502(h)  of  the  act  relating 
to  regrulatlons  designating  requirements 
for  drugs  liable  to  deterioration. 

(9)  Section  502 (n)  of  the  act  relating 
to  prescription  drug  advertising  regula¬ 
tions. 

(10)  Section  506(c)  of  the  act  relating 
to  insulin  regulations. 

(11)  Section  507(f)  of  the  act  relating 
to  regulations  for  antibiotic  drug  certi¬ 
fication. 

(12)  Section  512(n)  (5)  of  the  act  re¬ 
lating  to  regulations  for  animal  antibi¬ 
otic  dnigs  and  certification  requirements. 

(13)  Section  706  (b)  and  (c)  of  the  act 
relating  to  regulations  for  color  additives 
listing  and  certification. 

(14)  Section  4(a)  of  the  Pair  Pack¬ 
aging  and  Labeling  Act  relating  to  food, 
drug,  device,  and  cosmetic  labeling. 

(15)  Section  5(c)  of  the  Pair  Packag¬ 
ing  and  Labeling  Act  relating  to  addi- 
ticxial  economic  regulations  for  food, 
drugs,  devices,  and  cosmetics. 

(16)  Section  505  (d)  and  (e)  of  the 
act  relating  to  new  drug  applications. 

(17)  Section  512  (d),  (e),  (m)  (3)  and 
(4)  of  the  act  relating  to  new  animal 
drug  applications. 

(18)  Section  515(g)  of  the  act  relating 
to  device  premarket  approval  applica¬ 
tions. 

(19)  Section  351(a)  of  the  Public 
Health  Service  Act  relating  to  plant  and 
product  licenses  for  a  biologic. 

§  10.55  Separation  of  functions;  ex 
parte  communications. 

(a)  The  provisions  of  this  section  shall 
apply  with  respect  to  any  matter  which 
is  subject  by  statute  to  an  opportunity 
for  a  formal  evidentiary  public  hearing, 
as  listed  in  §  10.50(c),  and  any  matter 
subject  to  a  public  hearing  before  a  Pub¬ 
lic  Board  of  Inquiry  pursuant  to  Part  13 
of  this  chapter. 

(b)  In  the  case  of  any  matter  listed  in 
§  10.50(c)  (1)  through  (10)  and  (12) 
through  (15) : 

(1)  Any  Interested  person  may  meet 
or  correspond  with  any  representative  of 
the  Food  and  Drug  Administration  with 
respect  to  any  such  matter  prior  to  pub¬ 
lication  in  tile  Federal  Register  of  a 
notice  aimouncing  a  formal  evidentiary 
public  hearing  or  a  public  hearing  before 
a  Public  Board  of  Inquiry  on  the  matter. 
The  provisions  of  S  10.65  shall  apply  to 
such  meetings  and  correspondence. 

(2)  Upon  publication  in  the  Federal 
Register  of  a  notice  announcing  a  for¬ 
mal  evidentiary  public  hearing  or  a  pub¬ 
lic  hearing  before  a  Public  Board  of  In¬ 
quiry,  the  following  separation  of  func¬ 
tions  shall  apply: 

(i)  The  bureau  responsible  for  the 
matter  involved  in  the  hearing  shall,  as  a 
party  to  the  hearing,  be  responsible  for 
all  investigative  functions  and  for  pres¬ 
entation  of  the  position  of  the  bureau 
at  the  hearing  and  in  any  pleading  or 
oral  argument  before  the  Commissioner. 
Representatives  of  the  bureau  shall  not 
participate  or  advise  in  any  decision  ex¬ 
cept  as  witness  or  counsel  in  public  pro¬ 


ceedings.  There  shall  be  no  other  com¬ 
munication  between  representatives  of 
the  bureau  and  repres^tatives  of  the 
office  of  the  Ctxnmissloner  with  respect 
to'  the  matter  involved  in  the  hearing 
prior  to  the  decisicm  of  the  Commis¬ 
sioner.  The  Commissioner  may,  however, 
when  he  determines  it  necessary  to  en¬ 
sure  the  best  use  of  agency  resources  in 
deciding  a  particular  matter,  designate 
representatives  of  a  bureau  to  advise 
him,  or  representatives  of  his  office  to 
advise  a  bureau.  The  designation  .xhuJi 
be  in  writing  and  shall  be  filed  with  the 
Hearing  Clerk  no  later  than  the  time 
specified  in  paragraph  (b)  (2)  of  this 
section  for  the  application  of  separation 
of  fimctions.  All  members  of  the  Food 
and  Drug  Administration  other  than 
representatives  of  the  Involved  bureau 
(except  those  specifically  designated 
otherwise)  shall  be  available  to  advise 
and  participate  with  the  office  of  the 
Commissioner  in  its  functions  relating 
to  the  hearing  and  the  final  decision. 

(il)  The  Chief  Counsel  for  the  Food 
and  Drug  Administration  shall  designate 
members  of  his  office  vdio  shall  advise 
and  participate  with  the  bureau  in  its 
functions  in  the  hearing  and  members 
who  shall  advise  the  C^ommlssioner  in 
his  functions  related  to  the  hearing  and 
his  final  decision.  The  members  of  the 
office  of  General  Counsel  designated  to 
advise  and  participate  with  the  bureau 
shall  not  participate  or  advise  in  any 
decision  of  the  Commissioner  except  as 
counsel  in  public  proceedings.  Such' des¬ 
ignation  shall  be  In  the  form  of  a 
memorandum  filed  with  the  Hearing 
Clerk  and  made  a  part  of  the  adminis¬ 
trative  record  in  the  proceeding.  There 
shall  be  no  other  communication 
between  those  members  of  the  office  of 
General  Counsel  designated  to  advise  the 
Commissioner  and  any  other  perscms  in 
the  office  of  General  Counsel  or  in  the 
Involved  bureau  with  respect  to  the  mat¬ 
ter  involved  in  the  hearing  prior  to  the 
decision  of  the  Commissicmer.  The  Chief 
Counsel  may  in  his  discretion  assign  new 
attorneys  to  advise  either  the  bureau  or 
the  Commissioner  at  any  stage  of  the 
proceedings.  The  CTiief  Counsel  shall  or¬ 
dinarily  advise  and  participate  with  the 
office  of  the  Commissioner  in  its  func- 
tims  relating  to  the  hearing  and  the 
final  decision. 

(iii)  TTie  office  of  the  Commissioner 
shall  be  responsible  for  the  agency  re¬ 
view  of  £uid  final  decision  on  the  matter, 
with  the  advice  and  participation  of  any¬ 
one  in  the  Food  and  Drug  Administration 
other  than  representatives  of  the  In¬ 
volved  bureau  and  those  members  of  the 
office  of  General  Counsel  who  have  been 
designated  to  assist  in  the  bureau’s  func¬ 
tions  relating  to  the  hearing. 

(c)  In  the  case  of  any  matter  listed 
in  §  10.50(c)  (11)  and  (16)  through  (18), 
the  specific  provisions  relating  to  separa¬ 
tion  of  fimctions  set  forth  in  SS  314.200 
(f),  430.20(b)(9),  514.200,  and  601.7(a) 
of  this  chapter  shall  be  applicable  prior 
to  publication  in  the  Federal  Register 
of  a  notice  announcing  a  formal  eviden¬ 
tiary  public  hearing  or  a  public  hearing 
before  a  Public  Board  of  Inquiry.  Upon 


publicati(xi  of  any  such  notice  the  rules 
In  paragraph  (b)  C2)  of  this  section  shall 
apply. 

(d)  Except  as  provided  in  paragraph 

(e)  of  this  section,  between  the  date  that 
separation  of  functlcms  applies  pursuant 
to  paragraph  (b)  or  (c)  of  this  section 
and  the  date  of  the  Cunmlssloner’s  deci¬ 
sion  on  the  matter,  communication  with 
respect  to  the  matter  Involved  in  the 
hearing  shall  be  restricted  as  follows: 

( 1 )  No  person  outside  the  agency  shall 
have  any  ex  parte  communication  with 
the  presiding  officer  or  any  person  repre¬ 
senting  the  office  of  the  Commissioner 
with  respect  to  the  matter  Involved  in 
the  hearing.  Neither  the  presiding  offi¬ 
cer  nor  any  person  representing  the  office 
of  the  Commissioner  shall  have  any  ex 
parte  communicaticm  with  any  person 
outside  the  agency  with  respect  to  the 
matter  Involved  In  the  hearing.  All  such 
communications  shall  be  public  c(xn- 
munications,  as  witness  or  counsel,  in  ac¬ 
cordance  with  the  applicable  provisions 
of  this  part. 

(2)  Any  participant  in  the  hearing 
may  submit  a  written  communication  to 
the  office  of  the  Commissioner  with  re¬ 
spect  to  a  proposal  for  settlement.  Such 
written  communications  shall  be  in  the 
form  of  pleadings  and  shall  be  served  on 
all  other  participants  and  filed  with  the 
Hearing  Clerk  in  the  same  manner  as 
any  other  pleading. 

(3)  Any  written  communication  con¬ 
trary  to  this  section  shall  Immediately 
be  served  on  all  other  participants  and 
filed  with  the  Hearing  Clerk,  and  any 
oral  communication  contrary  to  this  sec¬ 
tion  shall  immediately  be  recorded  in  a 
written  memorandum  served  on  all  other 
participants,  and  filed  with  the  Hearing 
Clerk  to  become  a  part  of  the  admin¬ 
istrative  record  of  toe  proceeding.  Any 
person,  including  any  representative  of 
any  participant  in  the  hearing,  who  is 
Involved  in  any  such  oral  communica¬ 
tion  shall,  if  possible,  be  made  available 
for  cross-examination  during  toe  hear¬ 
ing  wtih  resiject  to  the  substance  of  that 
conversation.  Rebuttal  testimony  perti¬ 
nent  to  any  such  written  or  oral  com¬ 
munication  shall  be  permitted.  Any 
cross-examination  and  rebuttal  testi¬ 
mony  shall  be  transcribed  and  filed  in 
the  administrative  record  of  the  proceed¬ 
ing. 

(e)  The  prohibitions  specified  in  para¬ 
graph  (d)  of  this  section  shall  apply  to 
any  person  having  knowledge  of  a  notice 
of  hearing  In  advance  of  publication 
from  toe  time  such  knowledge  is  ac¬ 
quired. 

(f)  The  making  of  any  communica¬ 
tion  contrary  to  this  section  may,  con¬ 
sistent  with  toe  Interests  of  Justice  and 
toe  policy  of  toe  underlying  statute,  re¬ 
sult  in  a  decision  adverse  to  the  person 
knowingly  making  or  causing  toe  making 
of  such  a  ciHnmunlcation. 

§  10.60  Referral  by  conrt. 

(a)  The  provisions  of  this  section  shail 
apply  whomever  any  Federal,  State,  or 
local  court  holds  in  abeyance,  or  refers 
to  toe  Commissioner,  any  matter  for  an 


FEDERAL  REGISTER,  VOL.  42,  NO.  55 — TUESDAY,  MARCH  22,  1977 


RULES  AND  REGULATfONS 


15579 


initial  administrative  determination 
pursuant  to  S  10.2S(c)  or  S  10.45(b). 

(b)  The  Commissioner  shall  promptly 
agree  or  decline  to  accept  such  referral. 
Whenever  feasible  in  light  of  agency 
priorities  and  resources,  the  Commis¬ 
sioner  shall  agree  to  accept  any  such 
referral  and  shall  Institute  a  proceeding 
to  determine  the  matter  so  referred. 

(c)  In  reviewing  such  a  matter,  the 
Commissioner  may.  in  his  discretion, 
utilize  any  of  the  following  procedures: 

(1)  Conferences,  meetings,  discus¬ 
sions,  and  correspondence  pursuant  to 
S  10.65. 

(2)  A  formal  evidentiary  public  hear¬ 
ing  pursuant  to  Pau’t  12  of  this  chapter. 

( 3 )  A  hearing  before  a  Public  Board  of 
Inquiry  pursuant  to  Part  13  of  this  chap¬ 
ter. 

(4)  A  pubhc  hearing  before  a  pubhc 
advisory  committee  pursuant  to  Part  14 
of  this  chapter. 

(5)  A  public  hearing  before  the  Com¬ 
missioner  pursuant  to  Part  15  of  this 
chapter. 

(6)  A  regulatory  hearing  before  the 
Food  and  Drug  Administration  pursuant 
to  Part  16  of  this  chapter. 

(7)  A  notice  published  in  the  Fidekal 
Register  requesting  data,  information, 
and  views  before  the  Commissioner 
makes  his  decision  on  it. 

(8)  Any  other  specific  public  proce¬ 
dure  established  by  the  provisions  in 
other  sections  of  this  chapter  and  explic¬ 
itly  made  applicable  to  the  matter  by 
those  provisions. 

(d)  If  the  Commissioner’s  review  of 
the  matter  results  in  the  proposal  of  a 
regulation,  the  provisions  of  S  10.40  or 
§  10.50  shall  also  apply. 

§  10.65  Mceliiigs  and  com->|*ondenrt‘. 

(a)  In  addition  to  the  pubUc  hearings 
and  proceedings  established  by  the  pro¬ 
visions  of  this  part  and  in  other  sections 
of  this  chapter,  meetings  may  be  held 
and  correspondence  may  be  exchanged 
between  representatives  of  the  Food  and 
Drug  Administration  and  any  interested 
person  outside  the  Food  and  Drug  Ad¬ 
ministration  with  respect  to  any  matter 
within  the  Jurisdiction  of  the  laws  ad¬ 
ministered  by  the  Commissioner.  Action 
with  resp^t  to  such*  meetings  and  cor¬ 
respondence  does  not  constitute  final  ad¬ 
ministrative  action  w'hich  is  subject  to 
judicial  review  pursuant  to  §  10.45. 

(b)  The  Commissioner  may  conclude, 
in  his  discretion,  that  it  would  be  in  the 
public  interest  to  hold  an  open  public 
meeting  to  discuss  a  matter  (or  class  of 
matters)  pending  before  the  Food  and 
Drug  Administration,  at  w’hlch  any  in¬ 
terested  person  may  participate. 

(1)  Ihe  Commissioner  shall  give  pub¬ 
lic  notice  through  the  public  calendar 
described  in  9  10.100(a)  of  the  time  and 
place  of  the  meeting  and  of  the  matters 
to  be  discussed,  and  may  also  publish 
such  notice  in  the  Federai.  Register. 

(2)  The  meeting  shall  be  conducted  in¬ 
formally,  i.e.,  any  interested  person  may 
attend  and  participate  fully  in  the  dis¬ 
cussion  without  giving  prior  notlM  to  the 
agency  or  requesting  time  to  make  a 
presentation. 


(3)  No  transcript  or  recording  of  any 
such  meeting  shall  be  required.  A  writ¬ 
ten  memorandum  summarizing  the  sub¬ 
stance  of  the  meeting  shall  be  prepared 
by  a  representative  of  the  Food  and  Drug 
Admlnistraticm. 

(c)  Any  meeting  with  any  person  out¬ 
side  the  Department,  including  any  per¬ 
son  in  the  executive  or  legislative  branch 
of  the  Federal  government,  relating  to  a 
pending  court  case,  administrative  hear¬ 
ing,  or  other  regulatory  action  or  deci¬ 
sion,  which  involves  more  than  a  brief 
description  of  the  matter  shall  be  sum¬ 
marized  in  a  written  memorandum  which 
shall  be  filed  in  the  administrative  file  on 
the  matter. 

(d)  Elvery  person  outside  the  Federal 
government  has  a  right  to  request  and 
obtain  a  private  meeting  with  a  repre¬ 
sentative  of  the  Food  and  Drug  Adminis¬ 
tration  in  agency  ofBces  to  discuss  any 
matter  in  which  he  is  interested. 

(1)  The  person  requesting  such  a  meet¬ 
ing  may  be  accompanied  by  a  reasonable 
number  of  employees,  consultants,  or 
other  persons  with  whom  he  has  a  com¬ 
mercial  arrangement  within  the  mean¬ 
ing  of  9  20.81  ca)  of  this  chapter.  Neither 
the  Food  and  Drug  Administration  nor 
any  other  person  may  require  the  at¬ 
tendance  of  any  person  who  is  not  an 
employee  of  the  Executive  Branch  of  the 
Federal  (government  without  Jhe  agree¬ 
ment  of  the  person  requesting  the  meet¬ 
ing.  Any  pei'son  may  attend  by  mutual 
consmt  (rf  the  person  requesting  the 
meeting  and  the  P\xxl  and  Drug  Admin¬ 
istration. 

(2)  The  Food  and  Drug  Administra¬ 
tion  shall  determine  which  representa¬ 
tives  of  the  Food  and  Drug  Administra¬ 
tion  shall  attend  the  meeting.  The  person 
requesting  the  meeting  may  request  but 
not  require  or  preclude  the  attendance 
of  any  specific  Food  and  Drug  Adminis- 
tratiem  employee. 

(3)  Whenever  appropriate  (e.g.,  the 
meeting  involved  a  matter  covert  by 
paragraph  (c)  ot  this  section  or  any 
other  important  matter,  a  decision  on  an 
issue,  or  statements  or  advice  or  ccmclu- 
sions  to  which  future  reference  may  be 
required  as  part  of  an  administrative 
record),  a  written  memorandum  sum¬ 
marizing  the  substance  of  the  meeting 
shsdl  be  prepared  by  a  representative  of 
the  Food  and  Drug  Administration. 

(4)  Any  person  who  wishes  to  attend 
a  specific  private  meeting,  but  who  is  not 
permitted  to  attend  because  the  person 
requesting  the  meeting  or  the  Fo^  and 
Drug  Administration  does  not  grant  per¬ 
mission  for  such  attendance,  or  because 
it  is  conducted  by  telephone,  may  request 
and  obtain  a  separate  meeting  with  the 
Food  and  Drug  Administration  to  dis¬ 
cuss  the  same  matter  or  any  additional 
matter. 

(e)  Food  and  Drug  Administration 
employees  have  a  responsibility  to  meet 
with  all  segments  of  the  public  in  order 
to  promote  the  objectives  of  the  laws  ad¬ 
ministered  by  the  Food  and  Drug  Ad¬ 
ministration  and  the  agency.  In  pursu¬ 
ing  this  responsibility  the  following  gen¬ 
eral  policy  shall  apply  where  agency  em¬ 


ployees  are  invited  by  persons  outside 
the  Federal  Government  to  attend  or 
participate  in  meetings  outside  agency 
offices  as  representatives  of  the  agency. 

(1)  A  person  outside  the  Executive 
Branch  of  the  Federal  Giovemment  jnay 
invite  an  agency  representative  to  at¬ 
tend  or  participate  in  a  meeting  outside 
agency  offices.  Tlie  agency  representa¬ 
tive  is  not  obligated  to  attend  or  partici¬ 
pate  in  any  such  meeting,  but  may  do 
so  where  he  ccmcludes  that  it  is  in  the 
public  interest  and  will  promote  the  ob¬ 
jectives  of  the  act  and  the  agency. 

(2)  An  agency  representative  may  re¬ 
quest  that  any  such  meeting  be  an  open 
meeting  when  he  concludes  that  this 
would  be  in  the  public  interest.  The 
agency  representative  may  agree  to  de¬ 
cline  to  participate  in  any  such  meeting 
W’hich  is  held  as  a  private  meeting,  de¬ 
pending  upon  which  action  he  cmicludes 
wdll  best  serve  the  public  interest. 

(3)  An  agency  representative  shall  not 
knowringly  participate  in  any  meeting 
which  is  closed  on  the  basis  of  sex,  race, 
or  religion. 

(4)  Any  such  meeting,  whether  (H^en 
or  closed,  shall  be  subject  to  the  require¬ 
ments  of  paragraph  (d)  (3)  of  this  sec¬ 
tion  with  respect  to  memoranda  sum¬ 
marizing  the  substance  of  the  meeting. 

(f)  Representatives  of  the  Food  and 
Drug  Administration  may  initiate  a 
meeting  or  correspondence  with  any  per¬ 
son  outside  the  Federal  Government 
with  respect  to  any  matter  relating  to 
the  laws  administered  by  the  Commis¬ 
sioner. 

( 1 )  Any  meeting  initiated  by  the  Food 
and  Drug  Administration  which  involves 
a  small  number  of  interested  persons, 
e.g.,  a  meeting  with  a  petitioner  or  with 
two  manufacturers  of  a  particular  prod¬ 
uct  which  requires  additional  testing  or 
with  a  trade  association  employee  to  dis- 
cass  an  industry  labeling  problem,  may 
be  a  private  meeting.  Any  meeting  ini¬ 
tiated  by  the  Food  and  Drug  AdminLs- 
tration  which  involves  a  large  number  of 
interested  persons,  e  g..  10  manufactur¬ 
ers  of  an  ingredient  to  discuss  appropri¬ 
ate  testing  or  labeling,  shall  be  held  as 
an  open  conference  or  meeting  pursuant 
to  paragraph  (b)  of  this  section. 

(2)  ■^enever  appropriate  (e.g.,  the 
meeting  inverfved  a  matter  covered  by 
paragraph  (c)  of  this  section  or  any 
other  important  matter,  a  decision  on  an 
issue,  or  statements  or  advice  or  conclu¬ 
sions  to  which  future  reference  may  be 
required  as  part  of  the  administrative 
record),  a  wrritten  memorandum  siun- 
marizing  the  substance  of  any  meeting 
shall  be  prepared  by  a  representative  of 
the  Food  and  Drug  Administration. 

(g)  Any  person  who  participates  in 
any  meeting  described  in  paragraphs  (b) 
through  (f)  of  this  section  may  prepare 
and  submit  to  the  Food  and  Drug  Ad¬ 
ministration  for  inclusion  in  the  admin¬ 
istrative  file  a  written  memorandum 
summarizing  the  substance  of  the 
meeting. 

(h)  All  memoranda  of  such  meetings 
prepared  by  a  representative  of  the  Food 
and  Drug  Administratkm  or  by  any 
other  person  and  all  correspwidence 
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which  relate  to  any  matter  pending  be¬ 
fore  the  agency  shall  prmnpty  be  filed 
in  the  relevant  administrative  file  of  the 
proceeding. 

(i)  Any  meeting  with  a  representative 
of  Congress  relating  to  a  paiding  or  po¬ 
tential  investigation.  Inquiry,  or  heai^g 
by  a  congressional  committee  or  a  mem¬ 
ber  of  Congress  shall  be  siunmarized  in 
a  written  memorandum  which  shall  be 
forwarded  to  the  Food  and  Drug  Admin¬ 
istration,  Office  of  Legislative  Services. 
This  provision  shall  not  restrict  the  right 
of  any  ag^cy  employee  to  participate  in 
any  such  meeting. 

(j)  Any  meeting  of  an  advisory  com¬ 
mittee  shall  be  subject  to  the  require¬ 
ments  of  Part  14  of  this  chapter. 

(k)  Pursuant  to  42  U.S.C.  2631(a)  (8), 
a  log  or  summary  shall  be  made  of  all 
meetings  held  between  representatives  of 
the  Food  and  Drug  Administration  and 
representatives  of  industry  and  other  in¬ 
terested  parties  with  respect  to  imple¬ 
mentation  of  the  Radiation  Control  for 
Health  and  Safety  Act  of  1968. 

§  10.70  Documentation  of  significant 
decisions  in  administrative  file. 

(a)  The  provisions  of  this  section  shall 
apply  to  every  significant  F\xk1  and  Drug 
Administration  decision  tm  any  matter 
under  the  laws  administered  by  the  Ccxn- 
mlssioner,  whether  it  Is  raised  formally, 
e.g.,  by  a  petition,  or  Informally,  e.g.,  by 
correspondence. 

(b)  The  Food  and  Drug  Administra¬ 
tion  employees  responsible  for  handling 
any  matter  shall  be  responsible  for  as- 
sm’lng  the  completeness  of  the  adminis¬ 
trative  file  relating  to  it  Such  file: 

(l)  Shall  contain  appropriate  docu¬ 
mentation  of  the  basis  for  the  decision, 
including  relevant  evaluations,  reviews, 
memoranda,  letters,  <H}lni<Mi  of  ccmsult- 
ants,  minutes  of  meetings,  and  all  other 
written  documents  pertinent  to  the 
matter. 

(2)  Shall  contain  the  recommenda- 
tkms  and  decisions  of  individual  em¬ 
ployees,  including  supervisory  person¬ 
nel,  responsible  for  handling  the  matter. 

(i)  Such  reccmunendations  and  deci¬ 
sions  shall  reveal  any  significant  con¬ 
troversies  or  differences  of  (H>inion  and 
their  resolutlcm. 

(11)  Any  agency  employee  woiking  on 
a  matter  and,  consistent  with  the  prompt 
completion  of  his  other  assignments,  any 
agency  employee  who  has  worked  cm  a 
matter  shall  have  the  opportunity  to 
record  his  views  on  that  matter  in  a 
wrltt^  memorandiun,  which  shall  be  in¬ 
cluded  in  the  file. 

(c)  Each  written  document  placed  In 
such  an  administrative  file: 

(1)  Shall  relate  to  the  factual,  scien¬ 
tific,  legal,  or  related  issues  under  con- 
sideratlcm. 

(2)  Shall  be  dated  and  signed  by  the 
author. 

(3)  Shall  be  directed  to  the  file,  to  ap¬ 
propriate  supervisory  personnel,  and  to 
other  appropriate  employees,  and  shall 
show  aU  persons  to  whom  copies  were 
sent. 

(4)  Shall  avoid  defamatory  language, 
intemperate  remaiks,  imdocumented 


charges,  or  irrelevant  matters  (e.g.,  per¬ 
sonnel  complaints). 

(5)  Shall,  if  it  records  the  views,  anal¬ 
yses,  recommendations,  or  decisions  of 
any  agency  employee  in  additi<m  to  the 
author,  be  given  to  such  other  employees. 

(6)  Shall,  once  completed  (i.e.,  typed 
in  final  form,  dated,  and  signed) ,  not  be 
altered,  added  to,  or  i^noved.  Subse¬ 
quent  additions  to,  or  revisions  of,  any 
such  document  shall  be  accomplished  by 
the  preparation  of  a  new  document. 

(d)  Memoranda  or  other  documents 
prepared  by  agency  employees  not  con¬ 
tained  in  the  sulministrative  file  shall 
have  no  status  or  effect. 

(e)  All  Food  and  Drug  Administra¬ 
tion  employees  working  on  a  matter  shall 
have  access  to  the  administrative  file 
on  that  matter,  as  appropriate  for  the 
conduct  of  their  work.  All  Food  and  Drug 
Administration  empl03^s  who  have 
worked  on  a  matter  shall  have  access  to 
the  administrative  file  on  that  matter  so 
long  as  their  attention  to  their  assign¬ 
ments  is  not  Impeded.  Reasonable  re¬ 
strictions  may  be  placed  upon  such  ac¬ 
cess  to  assure  the  proper  cataloging  and 
storage  of  documents,  the  availability 
of  the  file  to  others,  and  the  complete¬ 
ness  of  the  file  for  review. 

§  10.75  Internal  agency  review  of  deci¬ 
sions. 

(a)  Any  decision  of  a  Food  and  Drug 
Administration  employee,  other  than  the 
Commissioner,  on  any  matter,  e.g.,  an 
Informal  opinion  on  the  need  for  further 
animal  toxicology  tests  to  support  a  food 
additive  regulation  or  new  drug  applica¬ 
tion,  is  subject  to  review  by  the  employ¬ 
ee’s  supervisor  under  any  of  the  follow¬ 
ing  circumstances: 

(1)  At  the  retihest  of  the  employee. 

(2)  On  the  Initiative  of  the  supervisor. 

(3)  At  the  request  of  any  interested 
person  outside  the  agency. 

(4)  As  required  by  diUy  promulgated 
delegations  of  authority. 

(b)  Such  review  shall  be  accomplished 
by  consultation  between  the  employee 
and  the  supervisor  or  by  review  of  the 
administrative  file  on  the  matter,  or  both. 
Such  review  shall  ordinarily  follow  the 
established  agency  channels  of  super¬ 
vision  or  review  for  that  matter. 

(c)  Any  interested  person  outside  the 
agency  may  request  internal  agency  re¬ 
view  of  any  such  decision  through  the 
established  agency  channels  of  super¬ 
vision  or  review  for  that  matter.  Per¬ 
sonal  review  of  such  matters  by  bureau 
directors  or  the  office  of  the  Commis¬ 
sioner  shall  take  place  for  any  of  the 
following  purposes: 

(1)  To  resolve  an  issue  which  cannot 
be  resolved  at  lower  levels  within  the 
agency: 

(1)  Between  two  parts  of  a  bureau  or 
other  component  of  the  agency,  or 

(ii)  Between  two  bureaus  or  other 
components  of  the  agency,  or 

(iii)  Between  the  agency  and  an  in¬ 
terested  person  outside  the  agency. 

(2)  To  review  policy  matters  requiring 
the  attention  of  bureau  or  agency  man¬ 
agement. 


(3)  In  unusual  situations  requiring  an 
Immediate  review  in  the  public  Interest. 

(4)  As  required  by  duly  promulgated 
delegations  of  authority. 

(d)  Internal  agency  review  of  any 
such  decision  shall  be  based  upon  the 
data  and  Information  available  in  the 
administrative  file.  In  the  event  that  any 
interested  person  presents  new  data  or 
information  not  contained  in  such  file, 
the  matter  shall  be  returned  to  the  ap¬ 
propriate  lower  level  within  the  agency 
for  a  reevaluation  based  upon  such  new 
information. 

§  10.80  Dissemination  of  draft  FED¬ 
ERAL  REGISTER  notices  and  regu¬ 
lations. 

(a)  Any  representative  of  the  Food 
and  Drug  Administration  may  discuss 
orally  or  in  writing  with  any  interested 
person  ideas  and  recommoidatlons  for 
Federal  Register  notices  or  regulations. 
The  Food  and  Drug  Administration  wel¬ 
comes  assistance  in  developing  ideas  for, 
and  in  gathering  the  data  and  informa¬ 
tion  to  support,  notices  and  regulations. 

(b) (1)  Once  it  is  determined  that  a 
proposed  notice  or  regulation  will  be  pre¬ 
pared,  the  general  concepts  may  be  dis¬ 
cussed  by  a  representative  of  the  Food 
and  Drug  Administration  with  any  inter¬ 
ested  person.  Details  of  a  draft  of  a  pro¬ 
posed  notice  or  regulation  may  be  dis¬ 
cussed  with  any  person  outside  the  Ex¬ 
ecutive  Branch  of  the  Federal  Govern¬ 
ment  only  with  the  specific  permission  of 
the  Commissioner. 

(2)  A  draft  of  a  proposed  notice  or 
regulation  or  its  preamble,  or  any  por¬ 
tion  thereof,  may  be  furnished  to  an  in¬ 
terested  person  outside  the  Executive 
Branch  of  the  Federal  Government  only 
if  it  is  made  available  to  aU  Interested 
persons  by  a  notice  published  in  the  Fed¬ 
eral  Register.  A  draft  of  a  proposed  no¬ 
tice  or  regulation  so  made  available  may, 
without  the  prior  permission  of  the  Com¬ 
missioner,  be  discussed  with  any  inter¬ 
ested  person  to  clarify  and  resolve  ques¬ 
tions  raised  and  concerns  expressed 
about  the  proposal. 

(c)  After  publication  of  a  proposed 
regulation  in  the  Federal  Register,  and 
before  preparation  of  a  draft  of  the  final 
regulation,  a  representative  of  the  Food 
and  Drug  Administration  may  discuss 
the  proposal  with  any  interest^  person 
as  provided  in  paragraph  (b)  (2)  of  this 
section. 

(d)  (1)  Details  of  a  draft  of  a  final  no¬ 
tice  or  regulation  may  be  discussed  with 
any  interested  person  outside  the  Execu¬ 
tive  Branch  of  the  Federal  Government 
only  with  the  specific  permission  of  the 
Commissioner. 

(2)  A  draft  of  a  final  notice  or  regula¬ 
tion  or  its  preamble,  or  any  portion 
thereof,  may  be  furnished  to  an  inter¬ 
ested  person  outside  the  Executive 
Branch  of  the  Federal  Government  only 
if  it  is  made  available  to  all  interested 
persons  by  a  notice  published  in  the  Fed¬ 
eral  Register,  except  as  otherwise  pro¬ 
vided  in  paragraphs  (g)  and  (J)  of  this 
section.  A  draft  of  a  final  notice  or  reg¬ 
ulation  so  made  available  to  any  lnt»- 
ested  person  may,  without  the  prior  per- 
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mission  of  the  Commissioner,  be  dis¬ 
cussed  with  any  Interested  person  as  pro¬ 
vided  in  paragraph  (b)  (2)  of  this 
section. 

(1)  The  final  notice  or  regulaticm  and 
its  preamble  shall  be  prepared  solely  on 
the  basis  of  the  administrative  record. 

(ii)  If  any  addltkmal  technical  infor¬ 
mation  frmn  a  person  outside  the  Ebcec- 
utlve  Branch  of  the  Federal  government 
is  necessary  to  draft  the  final  notice  or 
regulation  or  its  preamble,  it  shall  be  re¬ 
quested  by  the  Food  and  Drug  Adminis¬ 
tration  in  general  terms  and  furnished 
directly  to  the  Hearing  Clerk  to  be  in¬ 
cluded  ^  part  of  the  administrative 
record. 

(ill)  If  direct  discussion  by  the  Food 
and  Drug  Administration  of  a  draft  of  a 
final  notice  or  regulation  or  its  preamble 
is  required  with  a  person  outside  the  Ex¬ 
ecutive  Branch  of  the  Federal  Govern¬ 
ment.  appropriate  protective  procedures 
will  be  imdertaken  to  make  certain  that 
a  full  and  Impartial  administrative  rec¬ 
ord  is  established.  Such  procedures  may 
include; 

(a)  Tlie  scheduling  of  an  open  public 
meeting  conducted  pursuant  to  9  10.65 

(b)  at  which  any  interested  person  may 
participate  in  review  of  and  comment  on 
the  draft  document. 

(b)  The  preparation  of  a  tentative 
final  regulation  or  tentative  revised  final 
regulation  piu^uant  to  9  10.40(f)(9).  on 
which  all  interested  persons  will  be  given 
an  additional  period  of  time  for  oral  and 
wTitten  comment. 

(e)  After  a  final  regulation  is  pub¬ 
lished  in  the  Federal  Register,  a  reiu'e- 
sentative  of  the  Food  and  Drug  Admin¬ 
istration  may  discuss  any  aspect  of  it 
with  any  interested  person. 

(f)  In  addition  to  the  requirements 
of  this  section,  the  provisions  of  9  10.55 
shall  apply  to  the  promulgation  of  any 
regulation  subject  to  the  provisions  of 
9  10.50  and  Part  12  of  this  ^apter. 

(g)  A  draft  of  a  final  food  additive, 
color  additive,  or  new  animal  drug  regu¬ 
lation  or  a  proposed  or  final  antibiotic 
regulation  may  be  furnished  to  the  peti¬ 
tioner  for  comment  on  the  technical 
accuracy  of  such  regulation.  Every  meet¬ 
ing  with  a  petitioner  relating  to  such  a 
draft  shall  be  recorded  in  a  written 
memorandum,  and  all  such  memoranda 
and  correspondence  shall  be  filed  with 
the  Hearing  Clerk  as  part  of  the  ad¬ 
ministrative  record  of  the  regulation, 
pursuant  to  the  provisions  of  9  10.65. 

ch)  Pursuant  to  42  U.S.C.  263f.  the 
Commissioner  is  required  to  consult  with 
Interested  persons  in  the  develc^ment 
of,  and  with  the  Technical  Electronic 
Product  Radiation  Safety  Standards 
Committee  (TEPRSSC)  before  prescrib¬ 
ing.  any  performance  standard  for  an 
electronic  product.  Accordingly,  Uie 
Commissioner  shall  publish  in  the  Fed¬ 
eral  Register  an  announcement  when  a 
proposed  or  final  performance  standard, 
including  any  amendment  thereof,  is 
being  considered  for  an  electronic  prod¬ 
uct,  and  thereafter  any  draft  of  any 
such  document  shall  be  furnished  to  any 
interested  person  upon  request  and  may 
be  discussed  in  detail  with  any  interested 
person  at  any  time. 


(I)  The  provisions  of  9  10.65  shall  apply 
to  meeting  and  correspondence  Telayng 
to  draft  Federal  Register  notices  and 
regulations. 

(J)  The  provisions  of  thi*  section  re¬ 
stricting  discussion  and  disclosure  of 
draft  Federal  Register  notices  and  reg¬ 
ulations  shall  not  apply  to  those  situa¬ 
tions  covered  by  9  9  20.83  through  20.89  of 
this  chapter. 

§  10.85  Advisory  opinions. 

(a)  Any  person  may  request  an  ad¬ 
visory  opinion  from  ^e  Commissioner 
with  respect  to  any  matter  of  general 
applicability  in  which  he  is  interested. 

(1)  Such  request  shall  be  granted 
whenever  feasible. 

(2)  Such  request  maj’  be  denied  if  any 
of  the  following  apply: 

(i)  The  request  contains  incomplete 
information  on  which  to  base  an  in¬ 
formed  advisory  opinion. 

(11)  The  Commissioner  concludes  that 
an  advisory  opinion  cannot  reasonably 
be  given  on  the  matter  involved. 

(lii)  The  matter  is  adequately  covered 
by  a  prior  advisory  opinion  or  a  regu¬ 
lation. 

(Iv)  The  request  covers  a  particular 
product  or  ingredient  or  label  and  does 
not  raise  a  policy  issue  of  broad  appli¬ 
cability. 

(v)  The  Commissioner  otherwise  con¬ 
cludes.  in  his  discretion,  that  an  advisory 
opinion  would  not  be  in  the  public 
interest. 

(b)  A  request  for  an  advismr  opinion 
shall  be  submitted  in  accordance  with 
9  10.20,  shall  be  subject  to  the  provisions 
of  9  10.30  (c)  through  (1) .  and  shall  be  in 
the  following  form : 


(Date) 

Hearing  Clerk,  Food  and  Drug  Administra¬ 
tion,  Department  of  Health,  Education. 

and  Welfare.  Rm.  4-6S,  6600  Fishers  Ltme. 

RockvUle,  MD  30857 

Request  roK  Advisory  Opinion 

The  undersigned  submits  this  request  for 
an  advisory  opinion  of  the  Oonuntssloner  ot 

Food  and  Drugs  with  respect  to - 

(the  general  nature  of  the  matter  involved). 

A.  Issues  Involved. 

(A  concise  statement  of  the  Issues  and 
questions  on  which  an  opinion  is  requested.) 

B.  Statement  of  Facts  and  Lata. 

(A  full  statement  ot  ail  facts  and  legal 
points  relevant  to  the  request.) 

The  undersigned  certifies  that,  to  the  best 
of  his  knowledge  and  belief,  this  request  In¬ 
cludes  all  data,  information,  and  views  rele¬ 
vant  to  the  matter,  whether  favorable  or  un¬ 
favorable  to  the  position  of  the  undersigned, 
which  is  the  subject  of  the  request. 

Very  truly  yours. 


(Signature) 


(Person  making 
request) 


(Mailing  address) 


(Telephone  number) 

(c)  The  Commissioner  may,  in  his  dis¬ 
cretion,  handle  any  oral  or  written  re¬ 
quest  to  the  agmcy  as  a  request  for  an 
advisory  opinion,  in  which  case  the  re¬ 
quest  shall  be  filed  with  the  Hearing 


Clerk  and  shall  be  subject  to  the  provi¬ 
sions  (rf  this  section. 

(d)  Any  statement  policy  ot  inter¬ 
pretation  made  in  any  of  the  following 
documents,  unless  subsequently  repudi¬ 
ated  by  the  agency  or  overruled  by  a 
court,  shall  constitute  an  advisory 
opinion: 

(1)  Any  portion  of  a  Federal  Register 
notice  other  than  the  text  of  a  proposed 
or  final  regulation,  ejr..  a  notice  to  man¬ 
ufacturers  or  a  preamble  to  a  prOTx>sed  or 
final  regulation. 

(2)  Trade  Correspondence  (T.C.  Nos. 
1-431  and  1A-8A  Issued  by  the  Food  and 
Drug  Administration  between  1938  and 
1946. 

(3)  Compliance  Policy  Guides  Issued 
by  the  Food  and  Drug  Administration 
beginning  in  1968  and  codified  in  the 
Compliance  Policy  Guides  manual. 

(4)  Other  documents  specifically  iden¬ 
tified  as  advisory  opinions.  e.g..  advisory 
opinions  on  the  performance  standard 
for  diagnostic  x-ray  systems.  Issued  prior 
to  July  1,  1975,  and  filed  in  a  permanent 
public  file  for  such  prior  advisory  opin¬ 
ions  maintained  in  the  Public  Records 
and  Documents  Center. 

(5)  Guidelines  issued  by  the  Pood  and 
Drug  Administration  pursuant  to  9  10.90 
(b>. 

(e)  An  advisory  opinion  represents  the 
formal  position  of  the  Food  and  Drug 
Administration  on  the  matter  Involved, 
and  except  as  provided  in  paragraph  (f ) 
of  this  section  obligates  the  agency  to  fol¬ 
low  It  until  it  is  amended  or  revoked.  The 
Commissioner  shall  not  recommend  legal 
action  against  any  person  or  product 
with  respect  to  any  action  taken  in  con¬ 
formity  with  an  advisory  opinion  which 
has  not  been  amended  or  revoked. 

(f>  In  unusual  situations  involving  an 
immediate  and  significant  danger  to 
health,  the  (Commissioner  may  take  ap- 
prOT>riate  civil  enforcement  action  con¬ 
trary  to  an  advisory  opinion  issued  pur¬ 
suant  to  this  section  prior  to  amrading 
or  revi^cing  such  advisory  opinkm  as  pro¬ 
vided  in  paragraph  (g)  of  this  section. 
Such  action  shall  be  taken  only  with  the 
approval  of  the  Commissioner,  which 
may  not  be  ddegated.  Appropriate 
comendment  or  revocation  of  the  advisory 
(pinion  involved  shall  be  expedited. 

(g)  An  advisory  opinion  may  be 
amended  or  revoked  at  any  time  after  it 
has  been  issued.  Notice  of  such  amend¬ 
ment  or  revocation  shall  be  given  in  the 
same  manner  in  which  notice  was  orig¬ 
inally  given  of  the  advisory  opinion  or 
in  the  Federal  Register,  and  in  any 
event  shall  be  placed  on  pubUc  display 
as  part  of  the  file  on  the  matter  in  the 
office  of  the  Hearing  Clerk.  The  Hearing 
Clerk  shall  maintain  a  separate  chrono¬ 
logical  index  of  all  advisory  opinions 
filed.  The  index  shall  specify  the  date  of 
the  request  fOT  the  advisory  opinion,  the 
date  of  the  opinion,  and  identification  (rf 
the  appropriate  ffile. 

(h)  Actiem  undertaken  or  completed 
In  confOTmity  with  an  advisory  opin¬ 
ion  issued  pursuant  to  this  paragraph 
which  has  subsequently  been  amended  or 
revoked  shall  remain  acc^table  to  the 
Food  and  Drug  Administration  unless 
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the  Commissioner  determines  that  sub¬ 
stantial  public  interest  conslderatl(His 
preclude  such  ccmtlnued  acceptance. 
Whenever  possible,  an  amended  or  re¬ 
voked  advisory  opinion  shall  state  when 
it  has  been  determined  that  action  previ¬ 
ously  imdertaken  or  completed  in  con¬ 
formity  with  a  prior  advisory  opinion 
does  not  remain  acceptable,  and  any 
transition  period  that  may  be  applicable. 

(i)  Any  interested  person  may  submit 
written  commmts  on  an  advisory  opin¬ 
ion  or  modified  advisory  opinion.  Three 
copies  of  any  comments  shall  be  sent  to 
the  Hearing  Clerk  for  inclusion  in  the 
public  file  on  the  advisory  opinion.  Indi¬ 
viduals  may  submit  only  one  copy.  Such 
comments  shall  be  considered  in  deter¬ 
mining  whether  further  modification  of 
an  advisory  opinion  is  warranted. 

(j)  An  advisory  opinion  may  be  used 
In  administrative  or  court  proceedings  to 
Illustrate  acceptable  and  unacc^table 
procedures  or  standards,  but  not  as  a 
legal  requirement. 

(k)  A  statement  made  or  advice  pro¬ 
vided  by  an  employee  of  the  Pood  and 
Drug  Administration  shall  constitute  an 
advisory  opinion  only  If  it  is  issued  in 
writing  pursuant  to  this  section.  A  state¬ 
ment  or  advice  given  by  a  Food  and  Drug 
Administration  employee  orally,  or  given 
in  writing  but  not  pursuant  to  this  sec¬ 
tion  or  §  10.90,  is  an  informal  commimi- 
cation  that  represents  the  best  judgment 
of  that  employee  at  that  time  but  does 
not  constitute  an  advisory  opinion,  does 
not  necessarily  represent  the  formal 
position  of  the  Food  and  Drug  Adminis¬ 
tration,  and  thus  does  not  bind  or  other¬ 
wise  obligate  or  commit  the  agency  to 
the  views  expressed. 

§  10.90  Food  and  Drug  Administration 
regulations,  guidelines,  recommen¬ 
dations,  and  agreements. 

(a)  Regvlations.  All  Food  and  Drug 
Administration  regulations  having  gen¬ 
eral  applicability  and  legal  effect  shall 
be  promulgated  in  the  Federal  Register 
pursuant  to  S  10.40  or  §  10.50  and  codi¬ 
fied  in  the  Code  of  Federal  Regulations. 
Regulations  may  contain  provisions 
which  will  be  enforced  as  legal  require¬ 
ments,  or  which  are  intended  only  as 
guidelines  and  recommendations,  or 
both.  The  dissemination  of  draft  notices 
and  regulations  shall  be  subject  to  the 
provisions  of  §  10.80. 

(b)  Guidelines.  All  Food  and  Drug  Ad¬ 
ministration  guidelines  having  general 
applicability  shall  be  included  in  the 
public  file  of  guidelines  established  by 
the  Hearing  Clerk,  pursuant  to  this  para¬ 
graph,  unless  they  have  been  pubUshed 
In  the  Federal  Register  as  regulations 
pursuant  to  paragraph  (a)  of  this  sec¬ 
tion. 

(l)  Guidelines  establish  principles  or 
practices  of  general  applicability  and  do 
not  include  decisions  or  advice  limited 
to  particular  situations.  Guidelines  re¬ 
late  to  such  matters  as  performance 
characteristics,  preclinical  and  clinical 
test  procedures, '  manufacturing  prac¬ 
tices,  product  standards,  scientific  pro¬ 
tocols,  compliance  criteria,  ingredient 
specifications,  labeling,  or  other  tech¬ 


nical  or  policy  criteria.  Guidelines  state 
IHX>cediu^  or  standards  of  general  ap¬ 
plicability  that  are  not  legal  require¬ 
ments  but  that  are  acceptcUile  to  the 
Food  and  Drug  Administration  for  a  sub¬ 
ject  matter  which  falls  within  the  laws 
administered  by  the  Commissioner,  e.g., 
a  protocol  for  a  particular  tyi}e  of  animal 
toxicity  test  or  human  clinical  trial. 

(1)  A  person  may  rely  upon  a  guideline 
with  assurance  that  it  is  acceptable  to 
the  Food  and  Drug  Administration,  or 
may .  follow  different  procedures  or 
standards.  Where  a  person  chooses  to 
use  different  procedures  or  standards,  he 
may,  but  is  in  no  instance  required  to, 
discuss  the  matter  in  advance  with  the 
Food  and  Drug  Administration  to  pre¬ 
vent  the  expenditure  of  money  and  ef¬ 
fort  on  activity  that  may  later  be  deter¬ 
mined  to  be  unacceptable. 

(ii)  Use  of  testing  guidelines  estab¬ 
lished  by  the  Food  and  Drug  Adminis¬ 
tration  assures  acceptance  of  a  test  as 
scientifically  vahd,  if  properly  con¬ 
ducted,  but  does  not  assure  approval  of 
any  ingredient  or  product  so  tested.  The 
results  of  any  such  test  or  other  available 
information  may  require  disapproval  or 
that  additional  testing  be  undertaken. 

(2)  A  guideline  represents  the  formal 
position  of  the  Food  and  Drug  Adminis¬ 
tration  on  the  matter  Involved,  and  ex¬ 
cept  as  provided  in  paragraph  (b)  (3)  of 
this  section,  obligates  the  agency  to  fol¬ 
low  it  until  it  is  amended  or  revoked. 
The  Commissioner  shall  not  recommend 
l^al  action  against  any  person  or  prod¬ 
uct  with  respect  to  any  action  taken  in 
conformity  with  a  guideline  issued  pur¬ 
suant  to  this  section  that  has  not  been 
amended  or  revoked. 

(3)  In  unusual  situations  involving  an 
immediate  and  significant  danger  to 
health,  the  Commissioner  may  take  ap¬ 
propriate  civil  enforcement  action  con¬ 
trary  to  a  guideline  Issued  pursuant  to 
paragraph  (b)  of  this  section  prior  to 
amending  or  revoking  such  guideline  as 
provided  in  paragraph  (b)  (5^  of  this 
section.  Such  action  shall  be  taken  only 
with  the  approval  of  the  Commissioner, 
which  may  not  be  delegated.  Appropri¬ 
ate  amendment  or  revocation  of  the 
guideline  involved  shall  be  expedited. 

(4)  A  guideline  shall  be  included  in 
the  public  file  upon  approval  of  the 
guideline  by  the  relevant  bureau  direc¬ 
tor  and  publication  by  the  Commissioner 
in  the  Federal  Register  of  a  notice  of 
its  availability.  The  notice  shall  state  (i) 
the  title  of  the  guideline,  (ii)  the  subject 
matter  it  covers,  and  (iii)  the  office  or 
individual  responsible  for  maintaining 
the  guideline. 

(5)  A  guideline  may  be  amended  or  re¬ 
voked  upon  approval  of  the  amended 
guideline  or  revocation  of  the  guideline 
by  the  relevant  bureau  director  and 
publication  by  the  Commissioner  in  the 
Federal  Register  of  a  notice  of  such 
amendment  or  rev(x;ation.  The  notice 
shall  state  (i)  the  title  of  the  guideline, 

(ii)  the  subject  matter  it  covers,  and 

(iii)  the  office  or  individual  responsible 
for  maintaining  the  guideline.  All  origi¬ 
nal  guidelines  and  subsequent  amend¬ 
ments  shall  be  retained  in  the  public  file 
on  a  permanent  basis  so  that  a  complete 


record  of  the  development  of  each  guide¬ 
line  remains  available. 

(6)  Action  imdertaken  or  completed 
in  conformity  with  a  guideline  issued 
pursuant  to  paragraph  (b)  of  this  sec¬ 
tion  which  has  subsequently  been 
amended  or  revoked  shall  remain  ac¬ 
ceptable  to  the  Food  and  Drug  Admin¬ 
istration  unless  the  Commissioner  de¬ 
termines  that  substantial  public  inter¬ 
est  considerations  preclude  such  con¬ 
tinued  acceptance.  Such  determination 
may  be  made  at  the  time  of  or  subse¬ 
quent  to  amendment  or  revocation  of  the 
guideline.  Whenever  possible,  the  notice 
of  an  amended  or  revoked  guideline  pub¬ 
lished  pursuant  to  paragraph  (b^(3)  of 
this  section  shall  state  when  it  has  been 
determined  that  action  previously  under¬ 
taken  or  completed  in  conformity  with  a 
prior  guideline  does  not  remain  accept¬ 
able,  and  any  transition  period  that  may 
be  applicable. 

(7)  The  notice  of  a  guideline  or 
amended  or  revoked  guideline  published 
pursuant  to  paragraph  (b)  (2)  or  (3) 
of  this  section  shall  state  that  any  in¬ 
terested  person  may  submit  written  com¬ 
ments  on  the  guideline  or  amended 
guideline.  Two  copies  of  any  comments 
shall  be  sent  to  the  Public  Records  and 
Documents  Center  for  inclusion  in  the 
public  file  on  the  guideline  and  two  cop¬ 
ies  shall  be  sent  to  the  office  or  individual 
designated  in  the  notice  as  responsible 
for  maintaining  the  guideline.  Such  com¬ 
ments  shall  be  considered  in  determining 
whether  further  amendments  to  or  re¬ 
institution  of  a  guideline  are  warranted. 

(8)  A  guideline  may  be  used  in  admin¬ 
istrative  or  court  proceedings  to  illustrate 
acceptable  and  unacceptable  procedures 
or  standards,  but  not  as  establishing  a 
legal  requirement. 

(9)  A  statement  relating  to  acceptable 
procedures  or  standards  given  by  a  Food 
and  Drug  Administration  employee 
orally,  or  in  writing  but  not  pursuant  to 
§  10.85  or  this  section,  is  an  informal 
communication  that  represents  the  best 
judgment  of  that  employee  at  that  time 
but  does  not  constitute  a  guideline,  does 
not  necessarily  represent  the  formal 
position  of  the  Food  and  Drug  Admin¬ 
istration,  and  thus  does  not  bind  or 
otherwise  obligate  the  agency  to  the 
views  expressed. 

(10)  Because  of  the  large  number  of 
analytical  methods  involved  in  Food  and 
Drug  Administration  activities,  their 
length  and  complexity,  and  the  volume 
and  frequency  of  amendment,  the  provi¬ 
sions  of  paragraph  (b)  (4)  of  this  sec¬ 
tion  shall  not  apply  to  such  material 
except  to  the  extent  that  the  Commis¬ 
sioner  concludes,  in  his  discretion,  that 
particular  anlytical  methods  should  be 
included  in  the  public  file  for  a  particu¬ 
lar  purpose.  Food  and  Drug  Administra¬ 
tion  analytical  methods  are  available  for 
public  disclosure  pursuant  to  the  provi¬ 
sions  of  Part  20  of  this  chapter. 

(ID  The  dissemination  of  draft  guide¬ 
lines  shall  be  subject  to  the  same  provi¬ 
sions  as  the  dissemination  of  draft  no¬ 
tices  and  regulations  pursuant  to  §  10.80. 

(c)  Recommendations.  In  addition  to 
the  guidelines  subject  to  paragraph  (b) 
of  this  section,  the  Food  and  Drug  Ad- 
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ministration  often  formulates  and  dis¬ 
seminates  recommendations  about  mat¬ 
ters  which  are  authorized  by,  but  do  not 
involve  direct  regulatory  acticm  under, 
the  laws  administered  by  the  Commis¬ 
sioner,  e.g.,  model  state  and  local  ordi¬ 
nances,  or  personnel  practices  for  reduc¬ 
ing  radiation  ex]x}stire,  issued  pursuant 
to  42  UJ3.C.  243  and  263d  (b).  Such  rec¬ 
ommendations  may,  in  the  discretion  of 
the  Commissioner,  be  handled  pursuant 
to  the  procedures  established  in  para¬ 
graph  (b)  of  this  section,  except  that 
such  reccMnmendations  shall  be  included 
in  a  separate  public  file  of  recommenda¬ 
tions  established  by  the  Public  Records 
and  Documents  Center  and  shall  be  sep¬ 
arated  from  the  guidelines  in  the  notice 
of  availability  published  in  the  Federal 
Register,  or  be  published  in  the  Federal 
Register  as  regulations  pursuant  to 
paragraph  (a)  of  this  sectlcm. 

(d)  Agreements.  All  formal  agree¬ 
ments,  memoranda  of  imderstandlng,  or 
other  similar  written  documents  exe¬ 
cuted  by  the  Food  and  Drug  Administra¬ 
tion  and  another  person  shall  be  Included 
in  the  public  file  on  agreements  estab¬ 
lished  by  the  Public  Records  and  Docu¬ 
ments  Center  pursuant  to  8  20.108  of  this 
chapter.  Any  such  document  not  included 
in  the  public  file  shall  be  deemed  to  be 
rescinded  and  shall  have  no  force  or 
effect  whatever. 

§  10.9S  Participation  in  outaide  aland- 
ard-setting  activities. 

(a)  General.  This  section  applies  to 
participation  by  Food  and  Drug  Admin¬ 
istration  employees  in  any  standard- 
setting  activities  outside  the  Food  and 
Drug  Administration.  Standard-setting 
activities  Include  such  matters  as  the 
development  of  performance  character¬ 
istics,  testing  methodology,  manufactur¬ 
ing  practices,  product  standards,  scien¬ 
tific  protocols,  ciHnpllance  critmla,  in¬ 
gredient  specifications,  labeling,  m*  other 
technical  or  policy  criteria.  The  Food 
and  Drug  Administration  encourages 
employee  participatltm  in  outside  stand¬ 
ard-setting  activities  that  are  in  the  pub¬ 
lic  interest. 

(b)  Standard^setting  activities  by 
other  Federal  government  agencies.  (1) 
Any  Food  and  Drug  Administration  em¬ 
ployee  may  participate  in  such  activities 
after  the  luiproval  by  the  m^Mopiiate 
bureau  director  or  the  Commissioner  of 
Form  PHS-3763  “Request  for  approval 
of  appointment  as  liaison  representa¬ 
tive.” 

(2)  The  Form  PHS-3763  and  aU  per¬ 
tinent  background  information  describ¬ 
ing  such  activities  shall  be  included  in 
the  public  file  on  standard-setting  activ¬ 
ities  established  in  the  Public  ReccMrds 
and  Dociunents  Center. 

(3)  If  any  members  ot  the  public  are 
Invited  by  the  Food  and  Drug  Adminis¬ 
tration  to  present  views  to,  or  to  accom¬ 
pany,  the  Food  and  Drug  Administra¬ 
tion  employee  at  any  meeting,  such  invi¬ 
tations  shall  be  extended  to  a  representa¬ 
tive  sampling  of  the  public,  including 
consumer  groups,  industry  associations, 
professional  societies,  and  academic 
institutions. 


(4)  A  Food  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  Information  about  or  par¬ 
ticipation  in  the  activity  involved  to  the 
group  or  organization  responsible  for 
«uch  activity. 

(c)  Standard-setting  activities  by 
State  and  local  government  agencies  and 
by  United  Nations  organizations  and 
other  international  organizations  and 
foreign  governments  pursiiant  to  treaty. 

(1)  Any  FOod  and  Drug  Administration 
employee  may  participate  in  such  activi¬ 
ties  after  the  approval  by  the  appropri¬ 
ate  bureau  director  or  the  Commissioner 
of  Form  PHS-3763. 

(2>  The  Form  PHS-3763  and  all  perti¬ 
nent  background  information  describing 
such  activities  shall  be  included  in  the 
public  file  on  standard-setting  activities 
established  in  the  Public  Records  and 
Documents  Center. 

(3)  The  availability  for  public  disclo¬ 
sure  of  records  relating  to  such  activities 
shall  be  governed  by  the  regulations  in 
Part  20  of  this  chapter. 

(4)  If  any  members  of  the  public  are 
invited  by  the  Food  and  Drug  Adminis¬ 
tration  to  present  views  to,  or  to  accom¬ 
pany.  the  Food  and  Drug  Administration 
employee  at  any  meeting,  such  invita- 
tiona  shall  be  extended  to  a  representa¬ 
tive  sampling  of  the  public,  including 
consumer  groups,  industry  assoclatkms. 
professitmal  societies,  and  academic 
institutions. 

(5)  A  Food  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative'  to  such  an  activity  shall  refer 
all  requests  for  Information  about  or  par¬ 
ticipation  in  the  activity  tnvtdved  to  the 
group  or  organization  responsible  for 
such  activity. 

(d)  Standard-setting  activities  by  pri¬ 
vate  groups  and  organizations.  (1)  Any 
Food  and  Drug  Administration  employee 
may  engage  in  such  activities  after  the 
approval  by  the  appropriate  bureau  di¬ 
rector,  or  the  Cmnmlssioner  of  Form 
PHS-3763.  A  request  for  such  official  par¬ 
ticipation  Shan  be  made  by  the  group  or 
organization  in  writing,  shaU  describe 
the  scope  of  the  activl^  Invtdved,  and 
shall  demcmstrate  that  the  minimum 
standards  set  out  in  paragraph  (d)  (5)  of 
this  section  are  met  by  the  activity  in¬ 
volved.  Except  as  iH^vlded  in  paragraph 
(d)  (7)  of  this  section,  any  such  request 
that  is  granted  shaU  be  the  subject  of  a 
letter  from  the  Commissioner  or  the  bu¬ 
reau  director  to  the  organization  stating: 

(1)  Whether  participation  by  the  indi¬ 
vidual  win  be  as  a  voting"  or  nonvoting 
liaison  representative. 

(il)  That  participation  by  the  indi¬ 
vidual  shall  not  connote  Food  and  Drug 
Administration  agreement  with,  or  en¬ 
dorsement  of.  any  decisions  reaped. 

(ill)  That  participation  by  the  individ- 
tial  disqualifies  him  from  serving  as  the 
deciding  official  on  the  standard  involved 
if  it  should  later  come  before  the  Food 
and  Drug  Administration.  The  “deciding 
official”  is  the  person  who  signs  a  docu¬ 
ment  ruling  upon  such  standard. 

(2)  The  letter  requesting  official  Food 
and  Drug  Administration  participation. 


the  Form  PHS-3763.  and  the  Commis¬ 
sioner’s  or  bureau  director’s  letter,  to¬ 
gether  with  all  pertinent  backgroimd 
information  describing  the  activities 
Invtdved,  shall  be  Included  in  the  public 
file  (Ml  standard-setting  activities  estab¬ 
lished  in  the  Public  Records  and  D(x:u- 
ments  Center. 

(3)  The  availability  for  public  disclo¬ 
sure  of  records  relating  to  such  activities 
shall  be  governed  by  the  regulations  in 
Part  20  of  this  chapter. 

(4)  A  Fo<xl  and  Drug  Administration 
employee  appointed  as  the  liaison  repre¬ 
sentative  to  such  an  activity  shall  refer 
all  requests  for  information  about  or 
participaticm  in  the  activity  involved  to 
the  group  or  organization  responsible  for 
such  activity. 

(5)  ’The  following  minimum  standards 
shall  apply  to  all  outside  private  stand¬ 
ard-setting  activities  in  which  Food  and 
Dnig  Administration  employees  partici¬ 
pate. 

(1)  The  activities  shall  be  based  upon 
conslderaticMi  of  sound  scientific  and 
technological  information,  shall  permit 
revision  on  the  basis  of  new  Information, 
and  shall  be  designed  to  protect  the  pub¬ 
lic  against  unsafe,  ineffective,  or  decep¬ 
tive  products  or  practices. 

(il)  The  activities  and  resulting  stand¬ 
ards  ShaU  not  be  designed  for  the  eco¬ 
nomic  ben^t  of  any  company,  group,  or 
organization.  shaU  not  be  used  as  devices 
for  such  antitrust  violations  as  fizhig 
prices  or  hindering  ccnnpetttloQ.  and 
shaU  not  involve  establishment  of  cer¬ 
tification  or  specific  approval  of  indi¬ 
vidual  products  or  services. 

(ill)  The  group  or  organization  re¬ 
sponsible  for  the  standard-setting  ac¬ 
tivities  shaU  have  a  procedure  through 
which  any  Interested  person  shaU  have 
an  opportunity  to  provide  Information 
and  views  on  the  activities  and  standards 
Involved,  without  the  paymrat  of  fees, 
and  such  information  and  views  shaU 
be  considered.  The  manner  in  which  this 
is  acc(Mnplished.  Including  whether  such 
presentatlcm  shaU  be  in  perstm  or  in 
writing,  shaU  be  decided  by  the  group  or 
organization  responsible  for  the  activi¬ 
ties. 

(6)  Membership  of  a  Fcxxl  and  Drug 
Administration  employee  in  an  organi¬ 
zation  that  also  conducts  standard-set- 
ting  activities  does  not  Invoke  the  pro- 
vlsl(Mis  of  this  parsigri^>h  unless  the 
employee  participates  in  such  standard¬ 
setting  activities.  Participation  in  any 
standard -setting  activity  shaU  be  subject 
to  the  provisions  of  this  para^aph. 

(7)  *1110  Commissioner  may  determine 
in  writing  that,  because  direct  involve¬ 
ment  by  the  Fo(xl  and  Drug  Admlnistra- 
ti<xi  in  a  particular  standard-setting 
activity  is  in  the  public  interest  and  wiU 
promote  the  objectives  of  the  act  and 
the  agency,  such  participation  shaU  be 
exempt  from  the  requirements  set  forth 
in  paragraph  (d)(1)  (U)  and/or  (iU)  of 
this  section.  Any  such  determination 
shaU  be  included  in  this  public  file  on 
standard -setting  activities  established 
by  the  Public  Records  and  ZXxsuments 
CTenter  and  in  any  relevant  administra¬ 
tive  file.  Such  activities  may  include  the 
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establishment  and  validation  of  analyti¬ 
cal  methods  for  regulatory  use,  drafting 
uniform  laws  and  regulations,  and  the 
development  of  recommendations  con¬ 
cerning  public  health  and  preventive 
medicine  practices  by  national  and  in- 
temationsd  organizations. 

(8)  Because  of  the  close  daily  coopera¬ 
tion  between  the  Pood  and  Drug  Admin- 
Istratlm  and  the  associations  of  State 
and  local  government  officials  listed  be¬ 
low,  and  the  large  number  of  agency 
employees  who  are  members  of  or  work 
with  these  associations,  such  participa- 
tiCHi  in  the  activities  of  these  associations 
shall  be  exempt  from  the  provisi(ms  of 
parsigraph  (d)  (1)  through  (7)  of  this 
sectimi,  except  that  a  list  of  all  commit¬ 
tees  and  other  groups  of  these  associa¬ 
tions  shall  be  included  in  the  public  file 
on  standard-setting  activities  established 
in  the  Ehiblic  Records  and  Documents 
Center: 

(1)  Association  of  Food  and  Drug 
Officials. 

(ii)  International  Association  of  Milk, 
Food  and  Environmental  Sanitarians, 
Inc. 

(iii)  Conference  of  Radiation  Control 
Program  Directors. 

(iv)  Association  of  American  Feed 
Control  Officials,  Inc. 

(V)  National  Environmental  Health 
Association. 

(vl)  National  Conference  (Hi  Weights 
and  Measures. 

(vli)  American  Public  Health  Asso¬ 
ciation. 

(vlli)  Conference  of  State  Sanitary 
Engineers. 

(ix)  National  Conference  on  Inter¬ 
state  Milk  Shipments. 

(X)  National  Shellfish  Sanitation 
Program. 

(xl)  Interstate  Seafood  Seminar. 

(zii)  Association  of  Official  Analytical 
Chemists. 

§  10.100  Publir  calendars. 

(a)  Prospective  public  calendar  of  pub¬ 
lic  proceedings.  (1)  A  public  calendar 
shaU  be  prepared  and  made  publicly 
available  each  week  showing,  to  the  ex¬ 
tent  feasible,  for  the  following  4  weeks 
all  public  meetings,  public  conferences, 
public  hearings,  public  advisory  (KHnmlt- 
tee  meetings,  public  seminars,  and  other 
public  proceedings  of  the  Pcxxi  and  Drug 
Administration,  and  other  significant 
public  events  involving  the  Food  and 
Drug  Administratiem,  e.g.,  <K>ngressl<mal 
hearings  and  trial  or  argument  of  court 
cases. 

(2)  A  c<H>y  of  this  public  calendar  shall 
be  placed  on  public  display  in  the  follow¬ 
ing  places: 

(i)  Office  of  Uie  Hearing  Clerk. 

(ii)  Office  of  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(iii)  A  central  place  in  each  bureau. 

(It)  a  central  place  in  each  Arid  office. 

(V)  A  central  idace  at  the  National 

Center  for  Toxicological  Research. 

(b)  Retrospective  mMie  calendar  of 
meetings.  (1)  A  public  calendar  shall  be 
prepared  and  made  publicly  available 
each  week  showing  for  the  previous  wedc 
all  meetings  with  pers(ms  outside  the 


Executive  Branch  of  the  Federal  Gov¬ 
ernment  and  other  significant  events  in¬ 
volving  the  representatives  of  the  F(xxl 
and  Drug  AdminlstratkHi  designated 
under  paragraph  (b)  (3)  of  this  section, 
except  that  telephone  conversations  shall 
be  included  on  an  optional  basis  and 
meetings  with  the  working  press,  except 
for  “house  organs”  (i.e..  publications  of 
firms  that  manufacture  or  distribute  reg¬ 
ulated  pr(xiucts,  or  industry  associa¬ 
tions)  ,  and  with  on-site  c(Hitractors  shall 
not  be  included.  Meetings  with  members 
of  the  judiciary,  representatives  of  Con¬ 
gress,  or  staffs  of  congressional  (X)mmit- 
tees  shall  be  included  when  the  meeting 
relates  to  a  pending  court  case,  admin¬ 
istrative  hearing,  or  other  regulatory  ac¬ 
tion  or  decision  and  involves  more  than  a 
brief  description  of  the  matter. 

(2)  Such  calendar  shall  include  all 
meetings,  c(Hiferences,  semir.ars,  social 
events  sponsored  by  the  regulated  in¬ 
dustry,  and  speeches.  The  calendar  shall 
specify  the  date,  the  persem  involved,  a  d 
the  subject  matter  involved.  Where  more 
than  one  Food  and  Drug  Administration 
representative  is  in  attendance,  only  the 
presiding  or  head  representative  shall  re¬ 
port  the  meeting  (m  the  public  calendar. 
If  a  large  number  of  persons  are  in¬ 
volved,  the  name  of  each  need  not  be 
specified.  Meetings  the  existence  of  which 
would  prejudice  law  enforcement  s^tivi- 
ties  (e.g.,  a  meeting  with  an  informant) 
or  invade  privacy  (e.g.,  a  meeting  with  a 
candidate  for  possible  empl03mient  in  the 
Food  and  Drug  Administration)  shall  not 
be  reported. 

(3)  The  following  Food  and  Drug  Ad¬ 
ministration  representatives  and  their 
deputies  shall  be  subject  to  the  require¬ 
ments  of  paragraphs  (b)  (1)  and  (2)  of 
this  section: 

(1)  Commissioner  of  F(x>d  and  Drugs. 

(ii)  Deputy  Commissiemer. 

(iii)  Ass(x:iate  Commissioners. 

(iv)  Assistant  Commissioners. 

(V)  Executive  Director  for  Regional 
Operations. 

(vi)  Director,  Office  of  Legislative 
Services. 

(vii)  Director,  National  Center  for 
Toxicological  Research. 

(viii)  Bureau  Directors. 

(lx)  Chief  Counsel  for  the  Food  and 
Drug  Administration,  or  any  representa¬ 
tive  of  his  office  attending  in  his  behalf. 

(4)  A  copy  of  this  public  calendar  shall 
be  placed  on  public  display  in  the  fol¬ 
lowing  places: 

(i)  Office  of  the  Hearing  CTerk. 

(ii)  Office  of  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(iii)  A  central  place  in  each  bureau. 

(iv)  A  central  place  in  each  field  office. 

(v)  A  central  place  at  the  National 
Center  for  Toxicological  Research. 

§  10.105  Representation  by  an  organiza¬ 
tion. 

(a)  An  organization  may  represent  its 
members  by  filing  petitions,  comments, 
and  objections,  and  otherwise  participat¬ 
ing  in  any  administrative  proceeding 
subject  to  this  part. 

(b)  Any  stich  petitkms,  comments,  ob- 
]ecti(His,  or  other  representatltKis  by  an 


organization  shall  not  abridge  the  right 
of  any  member  to  take  any  action  of  a 
similar  type  in  its  own  name. 

(c)  It  is  requested  that  each  organiza¬ 
tion  participating  in  Food  and  Drug  Ad¬ 
ministration  administrative  proceedings 
file  annually  a  current  list  of  all  of  the 
members  of  such  organization  with  the 
Hearing  Clerk  for  permanent  filing. 

(d)  The  filing  by  an  organization  of 
an  objection  or  request  for  hearing  pur¬ 
suant  to  S§  12.5  through  12.22  shall  not 
provide  to  any  member  any  legal  right 
with  respect  to  such  objectiem  or  re¬ 
quest  for  hearing  that  the  member  may 
exercise  in  its  own  name.  Any  member 
of  an  organization  wishing  to  so  file  an 
objection  or  request  for  a  hearing  to  ob¬ 
tain  legal  rights  thereunder  shall  do  so 
in  its  own  name. 

(e)  In  any  court  proceeding  in  which 
an  organization  participates,  the  Com¬ 
missioner  Mdll  take  appropriate  legal 
measures  to  have  the  case  brought  or 
ccHisidered  as  a  class  action  or  otherwise 
as  binding  upon  all  members  of  the  orga¬ 
nization  except  those  specifically  ex¬ 
cluded  by  name  for  the  reason  that  the 
organization  does  not  represent  their 
views.  Regardless  whether  the  case  is 
brought  or  (XHisidered  as  a  class  action 
or  as  otherwise  binding  upon  all  mem¬ 
bers  of  the  organization  except  those 
specifically  excluded  by  name,  the  Com¬ 
missioner  will  take  the  position  in  any 
subsequent  suit  involving  the  same  issues 
and  any  member  of  the  organization  that 
such  issues  are  precluded  from  further 
litigation  by  such  member  pursuant  to 
the  doctrines  of  collateral  estoppel  or  res 
judicata. 

§  10.110  Settlement  propottals. 

At  any  time  in  the  course  of  any 
proceeding  subject  to  this  part,  any  per- 
s(Hi  may  propose  settlemoit  of  any  of  the 
Issues  Involved.  All  participants  in  any 
proceeding  shall  have  an  opportunity 
to  consider  any  proposed  settlement. 
Unaccepted  proposals  of  settlement  and 
related  matters,  e.g.,  pr(H>osed  stipula¬ 
tions  not  agreed  to,  shall  not  be  admis¬ 
sible  in  evidence  in  any  administrative 
[Hoceeding  of  the  Food  and  Drug  Ad- 
ministrati<Hi.  The  Food  and  Drug  Ad¬ 
ministration  will  oppose  the  admission 
in  evidence  of  any  such  Information  in 
any  court  proceeding  or  in  any  other 
administrative  proceeding. 

PART  12— FORMAL  EVIDENTIARY 
PUBLIC  HEARING 

Subpart  A — Ganaral  Provisions 

See. 

12.1  Scope. 

Subpart  B — Initiation  of  Procaodirrgs 

12.20  Initiation  of  a  formal  evidentiary 

public  bearing  Involving  the  tasu- 
ance,  amendment,  or  rev(x;atlon  of 
a  regulation. 

12.21  Initiation  of  a  formal  evidentiary 

public  bearing  involving  the  laau- 
ance,  amendment,  or  revocation  of 
an  orter. 

12*^2  Piling  objections  and  requests  for  a 
beiutng  (m  a  regulation  or  order. 
12k4  Ruling  on  objections  and  requests  for 
hearing. 
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12^6  Modification  or  revocation  of  regula* 
tlon  or  order. 

12.28  Denial  of  formal  eTldentlaiy  publlo 
hearing  In  whole  or  In  part. 

12.80  Judicial  review  after  waiver  of  hear* 
ing  on  a  regulation. 

12.32  Request  for  alternative  f<Min  at  public 
hearing. 

12.35  Notice  of  hearing;  stay  of  acUon. 

12.37  Effective  date  of  a  regtdatlon. 

12.38  Effective  date  of  an  order. 

Subpart  C — Appearance  and  Partldpatien 
12.40  Appearance. 

12.46  Written  notice  of  participation. 

12.60  Advice  on  public  participation  In 
formal  evidentiary  hearings. 

Subpart  O — PresMing  Officer 

12.60  Presiding  offloer. 

12.62  Commencement  of  functions. 

12.70  Authority  of  presiding  officer. 

12.76  Disqualification  of  presiding  officer. 
12.78  Unavailability  of  presiding  officer. 

Subpart  E — Hearing  Procedures 
12.80  Piling  and  service  of  submissions. 

12.82  Petition  to  participate  in  forma 

pauperis. 

12.83  Advisory  opinions. 

12.86  Disclosure  of  data  and  information 

by  the  participants. 

12.87  Purpose:  oral  and  written  testimony; 

btirden  of  proof. 

12.89  Participation  of  nonparties. 

12.90  Conduct  at  oral  hearings  or  confer* 

ences. 

12.91  Time  and  place  of  prehearing  confer¬ 

ence. 

12.92  Prehearing  conference  procedure. 

12.93  Summary  decisions. 

12.94  Receipt  of  evidence. 

12.95  Official  notice. 

12.96  Briefs  and  argument. 

12.97  Interlocutory'  appeal  from  ruling  of 

presiding  officM:. 

12.98  Official  transcript. 

12.99  Motions. 

Subpart  F — Administrative  Record 

12.100  Administrative  record  of  a  formal 

evidentiary  public  bearing. 

12.105  Examination  of  administrative  rec¬ 
ord. 

12.110  Correction  of  administrative  record. 
12.116  Record  for  administrative  decision. 

Subpart  Q— Initial  and  Final  Decisions 
12.120  Initial  decision. 

12.125  Appeal  from  or  review  of  initial  de¬ 
cision. 

12.130  Decision  by  Commissioner  on  appeal 
or  review  of  Initial  decision. 

12.139  Reconsideration  and  stay  of  action. 

Subpart  H — Judicial  Review 

12.140  Review  by  the  courts. 

12.159  Copies  of  petitions  for  Judicial  re¬ 
view. 

Authoritt:  Sec.  201  et  seq..  Pub.  L.  717, 
62  Stat.  1040  as  amended  (21  UB.C.  321  et 
seq.);  sec.  1  et  seq..  Pub.  L.  410,  68  Stat.  682 
as  amended  (42  UB.C.  201  et  seq.);  sec.  4, 
Pub.  L.  91-613,  84  Stat.  1241  (42  UB.0. 257a) ; 
sec.  301  et  seq..  Pub.  L.  91-613,  84  Stot.  1263 
(21  U.S.C.  821  et  seq.):  sec.  409(b),  Pub.  L. 
242,  81  Stet.  600  (21  U.S.C.  679(b));  sec.  24 
(b).  Pub.  L.  85-172,  82  SUt.  807  (21  UB.C. 
467f(b)):  sec.  2  et  seq..  Pub.  L.  91-697,  84 
Stat.  1620  (21  U.S.C.  1031  et  seq.);  aecs.  1 
through  9,  Pub.  !•.  625,  44  Stat.  1101-1103 
as  amended  (21  UB.C.  141-149);  secs.  1 
through  10,  Chapter  368,  29  Stat.  604-609  as 
amended  (21  UB.C.  41-60);  sec.  2  et  seq., 
Pub.  L.  783,  44  Stat.  1406  as  amended  (16 
UB.C.  401  et  seq.);  aeo.  1  et  seq..  Pub.  L.  89- 
766,  80  Stat.  1296  as  amended  (15  UB.C.  1461 
et  seq.). 


Subpart  A— General  Provisions 
§  12.1  Scope. 

lliia  part  governs  the  procedures  ap¬ 
plicable  whenever  any  of  the  following 
applies: 

(a)  A  person  has  a  right  to  an  oppor¬ 
tunity  for  a  hearing  under  the  provisions 
(A  the  laws  administered  by  the  Commis¬ 
sioner  specified  In  S  10.50  of  this  chiu^ter. 

(b)  The  CommissliHier  concludes.  In 
his  discretion,  that  it  would  be  in  the 
public  interest  to  hold  a  formal  eviden¬ 
tiary  public  hearing  on  any  matter,  or 
class  of  matters,  of  imix>rtance  pending 
before  the  Pood  and  Drug  Administra¬ 
tion. 

Subpart  B — Initiation  of  Proceedings 

§  12.20  Initiation  of  a  formal  eviden¬ 
tiary  public  hearing  invidving  the 
iMuance,  amendment,  or  revocation 
of  a  regulation. 

(a)  An  administrative  proceeding  in 
which  there  is  an  opportunity  for  a 
formal  evidentiary  public  hearing  pursu¬ 
ant  to  section  409(f).  502(n).  507(f).  512 
(n)(5),  701(e),  or  706(d)  of  the  act  or 
sectlcm  4  OT  5  of  the  Fair  Packaging  and 
Labeling  Act  involving  the  Issuance, 
amendment,  or  revocation  of  a  regula¬ 
tion  shall  be  Initiated: 

(1)  By  the  Commissioner  on  his  own 
initiative,  e.g.,  as  provided  In  S  170.15  of 
this  chapter  for  foM  additives,  or 

(2)  By  a  petition  from  an  Interested 
person :  * 

(1)  In  the  form  specified  in  other  ap¬ 
plicable  sections  in  this  chapter,  e.g.,  the 
form  for  a  color  additive  petition  in 
S  71.1  of  this  chapter  or  the  form  for  an 
antibiotic  petition  in  S  431.50  of  this 
chapter,  or 

(ii)  If  no  form  is  specified  in  other  ap¬ 
plicable  sections  of  this  chapter,  in  the 
form  specified  in  S  10.30  of  this  cht4)ter. 

(b)  Upon  receiving  a  petitiem  sub¬ 
mitted  pursuant  to  paragraph  (a)  (2)  of 
thiA^ctiem,  the  Commissioner  shall: 

(D  If  it  involves  any  matter  subject 
to  section  701(e)  of  the  act  or  section  4 
or  5  of  the  Fair  Packaging  and  Label¬ 
ing  Act.  and  meets  the  requirements  for 
filing,  follow  the  provisions  of  S  10.40  (b) 
through  (f)  of  this  chapter. 

(2)  If  it  relates  to  a  c^or  additive  or 
food  additive,  and  the  petition  meets 
the  requirements  for  filing  In  S9  71.1,  71.2, 
171.1,  171.6,  171.7,  and  171.100  of  this 
chapter,  publish  a  notice  of  filing  of  the 
petition  in  the  Federal  Register  within 
30  days  after  Uie  petition  is  filed  in 
lieu  of  a  notice  of  proposed  rule  making. 

(c)  The  Craninlssloner  may  issue, 
amend,  or  revoke  an  antibiotic  regula¬ 
tion  without  the  requirements  of  notice 
and  public  procedure  in  9  10.40(b)  or  de¬ 
layed  effective  date  in  9  10.40(c)  (4)  of 
this  chapter  on  his  own  initiative  or  as  a 
result  of  a  petition  containing  the  re¬ 
quired  evidence  of  safety  and  effective¬ 
ness  in  the  circumstances  set  forth  In 
9 10.40(e)  (1)  of  this  chapter. 

(d)  The  notice  published  in  the  Fed¬ 
eral  Register  promulgating  the  regula¬ 
tion  shall  state  the  time,  place,  and 
method  for  adversely  affect^  persems  to 
submit  objections  and  requests  for  hear¬ 
ing,  and  that  objections  and  requests  for 


hearing  shall  be  submitted  in  accordance 
with  the  requirements  of  this  part. 

(e)  On  or  before  the  30th  day  after 
the  date  of  the  publication  in  the  Fed¬ 
eral  Register  of  a  final  regulation,  or  of 
a  notice  withdrawing  a  proposal  Initiated 
by  a  petltlcm  pursuant  to  9  10.25(a)  of 
this  chapter,  subject  to  this  section,  any 
person  who  would  be  adversely  affected  if 
such  regulation  were  placed  In  effect  may 
submit  written  objections  thereto  to  the 
Commissioner  and  may  make  a  written 
request  for  a  formal  evidentiary  public 
hearing  cm  the  stated  objections.  This 
30-day  period  shall  not  be  extended  by 
the  Commissioner,  except  that  additional 
information  supporting  any  such  objec- 
tlcm  may  be  received  after  30  days  upon 
a  showing  of  inadvertent  omlssl<m  and 
hardship,  and  if  review  of  the  objection 
and  request  for  hearing  will  not  thereby 
be  impeded.  In  the  case  of  any  petition 
or  proposal  to  issue,  amend,  or  repeal  a 
color  additive  regulation  after  publica¬ 
tion  of  the  final  regulation,  if  referral 
of  such  petition  or  proposal  is  made  to 
an  advisory  committee  in  accordance 
with  section  706(b)(5)(C)  the  act, 
written  objections  and  requests  for  a 
hearing  may  be  submitted  on  or  before 
the  30th  day  after  the  date  on  which 
the  CranmissiiHier  publishes  his  mrder 
confirming  or  modifying  his  previous 
order. 

§  12.21  Initiation  of  a  formal  evidon- 
tiar/  public  hearing  involving  the 
issuance,  amendment,  or  revocation 
of  an  order. 

(a)  An  administrative  proceeding  in 
which  there  is  an  opportimlty  for  a 
formal  evidentiary  public  hearing  pur¬ 
suant  to  sections  505  (d)  or  (e),  512  (d), 
(e).  (m)(3),  or  (m)  (4)  of  the  act.  or 
section  351  (a)  of  the  Public  Health  Serv¬ 
ice  Act,  Involving  the  Issuance,  amend¬ 
ment,  or  revocation  of  an  order  shall  be 
Initiated : 

(1)  By  the  Commissioner  on  his  own 
initiative,  or 

(2)  By  a  petition  submitted  in  the 
form  specified  in  other  applicable  sec¬ 
tions  in  this  chiqjter,  e.g.,  9  314.1(c)  for 
new  drug  applications,  9  514.1  for  new 
animal  drug  applies tiims.. 9  514.2  for  ap¬ 
plications  for  animal  feeds,  or  9  601.3  for 
licenses  for  biologic  products,  or 

(3)  By  a  petition  from  an  interested 
person  in  the  form  specified  in  9  10.30  of 
this  chapter. 

(b)  A  notice  of  opportunity  for  hear¬ 
ing  on  any  proposal  to  deny  or  revoke 
approval  of  an  order  or  any  part  thereof 
shall  be  published  in  the  Federal  Reg¬ 
ister  together  with  an  explanation  of 
the  grounds  for  the  proposed  actlim.  The 
notice  of  opportunity  for  hearing  shall 
state  the  time,  place,  and  method  for 
adversely  affected  persons  to  submit  re¬ 
quests  for  hearing,  and  that  requests  for 
hearing  shall  be  submitted  in  accordance 
with  the  requirements  of  this  part.  The 
applicant  for  or  holder  of  the  approval 
or  license  that  is  the  subject  of  the  order 
in  question  and  all  other  persons  subject 
to  the  notice  shall  have  30  days  after 
issuance  of  the  notice  within  which  to 
request  a  hearing  on  the  proposed  action 
piusuant  to  the  provisions  of  99  314.200. 
514.200,  and  601.7(a)  of  this  chapter. 
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This  SO-day  period  shall  not  be  extended 
by  the  Commissicmer. 

(c)  In  considering  the  Issuance, 
amendment,  or  rerocatlcm  of  an  order, 
the  Commissicmer  may  use  any  applica¬ 
ble  optional  procedure  specified  in  §  10.30 
(g)  of  this  chapter. 

§  12.22  Filing  objections  and  requests 
for  a  hearing  on  a  regulation  or 
order. 

(a)  Objections  to  agency  action  and 
requests  for  a  hearing  submitted  pur¬ 
suant  to  S  12.5(d)  shall  be  submltt^  to 
the  Hearing  Cleric  and  shaU  be  accepted 
for  filing  if  they  comply  with  all  of  the 
following  conditlcms; 

(1)  Objections  and  requests  for  a 
hearing  shall  be  submitted  on  or  before 
the  day  specified  in  S  12.5(d) . 

(2)  Esich  objection  to  a  specific  provi¬ 
sion  of  the  Commissioner’s  regulation  or 
proposed  order  shall  be  separately  num¬ 
bered. 

(3)  Each  nmnbered  objection  shall 
specify  with  particularity  the  provision 
of  the  regulation  or  proposed  order  to 
which  objection  is  made. 

(4)  Each  nmnbered  objection  on 
which  a  hearing  is  requested  shall  spe¬ 
cifically  so  state.  The  failure  to  request 
a  hearing  for  any  particular  objection 
shall  constitute  a  waiver  of  the  right  to  a 
hearing  on  that  objection. 

(5)  Each  nmnbered  objection  for 
which  a  hearing  is  request^  shaU  In¬ 
clude  a  detailed  description  and  analysis 
of  the  specific  factual  information  in¬ 
tended  to  be  presented  In  support  of  the 
objection  In  the  event  that  a  hearing 
Is  held.  The  failure  to  include  such  de¬ 
scription  and  analysis  for  any  particu¬ 
lar  objection  shall  constitute  a  waiver  of 
the  right  to  a  hearing  on  that  objection, 
but  such  description  and  analysis  shall 
be  used  only  for  the  purpose  of  deter¬ 
mining  whether  a  hearing  has  been  jus¬ 
tified  pursuant  to  S  12.24  and  shall  not 
limit  the  evidence  that  may  be  presented 
If  a  hearing  is  granted. 

(I)  A  copy  of  any  report,  article,  sur¬ 
vey,  or  otJier  written  document  relied 
upon  shall  be  submitted. 

(II)  A  summary  of  the  nondocumen¬ 
tary  testimony  to  be  presented  by  any 
witnesses  rell^  upon  ^aU  be  submitted. 

(b)  Requests  for  hearing  submitted 
pursuant  to  i  12.5(b)  shall  be  submitted 
to  the  Hearing  C2erk  and  shall  be  ac¬ 
cepted  for  filing  if  they  comply  with  all 
of  the  following  conditions: 

(1)  Requests  for  hearing  shall  be  sub¬ 
mitted  on  or  before  the  30th  day  after 
the  date  of  publication  of  the  notice  of 
<^portunity  for  hearing  in  the  Federal 
Register. 

(2)  Requests  for  hearing  shall  comply 
with  the  requirements  specified  in 
SS  314.200,  514.200,  and  601.7(a)  of  this 
chiq>ter. 

(c)  Any  objection  or  request  for  a 
public  hearing  which  meets  the  require¬ 
ments  of  this  section  shall  be  filed  by  the 
Hearing  Clerk  in  the  relevant  docket  file. 
If  an  objection  or  request  for  a  public 
hearing  fails  to  meet  the  requirements 
of  this  section  and  the  deficiency  becomes 
known  to  the  Hearing  Qerk,  the  Hear¬ 
ing  Clerk  shall  return  it  with  a  copy  of 


the  applicable  regulations.  Indicating 
those  provisions  not  complied  with.  A 
deficient  objection  or  request  for  a  hear¬ 
ing  may  be  supplemented  and  subse¬ 
quently  filed  if  submitted  within  the  30- 
day  time  period  specified  in  {  12.5(d) 
or  §  12.20(b). 

(d)  If  an  objection  to  a  regulation 
issued  pursuant  to  a  petition  submitted 
pursuant  to  §  12.5(a)  (2)  is  submitted 
by  a  person  other  than  the  petitioner  and 
is  filed  by  the  Hearing  Clerk,  the  peti¬ 
tioner  may  submit  a  wri^n  reply 
thereto  to  the  Hearing  Clerk. 

§  12.24  Ruling  on  objections  and  re¬ 
quests  for  hearing. 

(a)  As  promptly  as  is  feasible  the  Com¬ 
missioner  shall  review  all  objections  and 
requests  for  hearing  filed  pursuant  to 
§  12.22  and  shall  determine: 

(1)  Whether  any  of  the  objections  or 
requests  for  hearing  filed  justify  mod¬ 
ification  or  revocation  of  the  regulation 
or  order  Involved  pursuant  to  §  12.26. 

(2)  If  a  formal  evidentiary  public 
hearing  has  been  requested,  whether  it 
has  been  justified  as  required  by  this 
section. 

(3)  If  a  public  hearing  has  been  re¬ 
quested  before  a  Public  Board  of  Inquiry 
pursuant  to  Part  13  of  this  chapter,  or 
before  a  public  advisory  committee  pur¬ 
suant  to  Part  14  of  this  chapter,  or  be¬ 
fore  the  Commissioner  piu^ant  to  Part 
15  of  this  chapter,  whether  it  has  been 
justified. 

(b)  A  request  for  a  formal  evidentiary 
public  hearing  shall  be  granted  on  a  mat¬ 
ter  Involving  the  Issuance,  amendment, 
or  revocation  of  a  regulation  or  order  if. 
based  upon  the  data,  information,  and 
views  contained  in  his  objection  and  re¬ 
quest  for  hearing,  a  person  has  shown 
that  all  of  the  following  are  true: 

(1)  There  is  a  genuine  and  substantial 

issue  of  fact  for  resolution  at  a  hearing. 
A  hearing  will  not  be  granted  on  issues  of 
policy  or  law.  ^ 

(2)  Hie  factual  issue  is  caps^e  of 
being  resolved  by  available  and  specifi¬ 
cally  identified  reliable  evidence.  A  hear¬ 
ing  will  not  be  granted  on  the  basis  of 
mere  allegations  or  denials  or  general 
descriptions  of  positions  and  contentions. 

(3)  The  data  and  information  identi¬ 
fied  in  the  objection  and  request  for 
hearing,  if  estobUshed  at  a  hearing, 
would  be  adequate  to  justify  resolution 
of  the  factual  issue  in  the  way  sought  by 
the  person.  A  hearing  will  be  denied  if 
the  Commissioner  concludes  that,  even 
assuming  the  truth  and  accuracy  of  all 
of  the  data  and  Information  submitted 
in  support  of  the  objection  and  request 
for  hearing,  they  are  InsufiBclent  to  jus¬ 
tify  the  factual  determination  urged. 

(4)  Resolution  of  the  factual  issue  in 
the  way  sought  by  the  person  is  adequate 
to  justify  the  action  requested.  A  hearing 
will  not  be  granted  on  factual  Issues 
that  are  not  determinative  or  controlling 
with  respect  to  the  action  requested,  e.g., 
when  the  Commissioner  concludes  that 
his  action  would  be  the  same  even  if  the 
factual  issue  were  resolved  in  the  way 
sought,  or  in  the  case  of  a  request  that  a 
final  regulation  include  a,  provision  not 
reasonably  encompassed  within  the  pro¬ 


posal.  A  hearing  will  be  granted  upon 
proper  objection  and  request  for  hearing 
when  a  food  standard  or  other  regulation 
is  shown  to  have  the  effect  of  excluding 
or  otherwise  affecting  a  product  or  in¬ 
gredient,  but  not  when  such  standard  or 
regulation  does  not  have  such  an  effect. 

(5)  The  action  requested  is  not  cm  its 
face  inconsistent  with*or  in  violation  of 
any  provision  in  the  act  or  any  regula¬ 
tion  in  this  chapter  particularizing  stat¬ 
utory  standards.  The  proper  procedure 
in  such  circumstances  is  for  the  person 
requesting  the  hearing  to  petition  for  an 
amendment  or  waiver  of  the  regulation 
involved. 

(6)  All  of  the  conditions  and  require¬ 
ments  specified  in  other  applicable  pro¬ 
visions  of  this  chapter,  e.g.,  §§  10.20, 
12.20,  12.22,  314.200,  430.20(b).  514.200, 
and  601.7(a),  and  in  the  notice  promiil- 
gating  the  final  regulation  or  the  notice 
of  opportunity  for  hearing  are  fully  met. 

(c)  In  making  his  determination  pur¬ 
suant  to  paragraph  (a)  of  this  section, 
the  Commissioner  may  use  any  of  the 
optional  procedures  specified  In  §  10.30 
(g)  and  in  other  applicable  provisions  of 
this  chapter,  e^g.,  SS  314.200,  430.20(b). 
514.200,  and  601.7(a). 

(d)  Where  a  person  files  an  objection 
and  request  for  hearing  pursuant  to 
§§  12.5  ttirough  12.22  relating  to  a  regu¬ 
lation  or  order,  it  is  uncertain  whether  a 
hearing  has  been  justified  pursuant  to 
the  principles  established  in  paragraph 
(b)  of  this  section,  and  the  Commissioner 
concludes  that  summary  decision  against 
the  person  requesting  a  hearing  should 
be  considered,  he  may  serve  upon  such 
person  by  registered  mall  a  proposed 
order  denying  a  hearing.  Such  person 
shall  have  30  days  after  receipt  of  such 
proposed  order  to  demonstrate  that  the 
submission  justifies  a  hearing. 

§  12.26  Modification  or  revocation  of 
regulation  or  order. 

If  the  Commissioner  determines  upon 
review  of  an  objection  or  request  for 
hearing  filed  piusuant  to  SS  12.5  through 
12.22  that  the  regulation  or  cu'der  in¬ 
volved  in  the  proceeding  should  properly 
be  modified  or  revoked,  he  shall  promptly 
issue  a  notice  of  such  modification  or 
rjvocatlon  in  the  Federal  Register. 
Further  objectlOTis  or  requests  for  hear¬ 
ing  may  be  submitted  to  such  modifica¬ 
tion  or  revocation,  but  not  to  any  other 
provisions  in  the  regulaticm  or  order, 
pursuant  to  SS  12.5  through  12.22.  Objec¬ 
tions  and  requests  for  hearing  that  are 
not  affected  by  the  modification  or  rev¬ 
ocation  shall  remain  on  file  and  be 
acted  up<m  in  accordance  with  other  ap¬ 
plicable  provisions  of  this  part. 

§  12.28  Denial  of  formal  evidentiary 
public  hearing  in  whole  or  in  part. 

If  the  Commissioner  determines  upon 
review  of  the  objections  or  requests  for 
hearing  filed  pursuant^  SS  12.5  through 
12.26  that  a  formal  evidentiary  public 
hearing  is  not  justified,  in  whole  or  In 
part,  he  shall  publish  a  notice  of  such 
determination  in  the  Federal  Register. 

(a)  The  notice  shall  state  whether  the 
hearing  is  denied  In  whole  or  in  part.  If 
the  hearing  is  denied  in  part,  the  notice 
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shall  be  combined  with  tne  notice  of 
hearing  required  by  i  12^,  and  shall 
«)eclfy  the  objectknis  and  requests  for 
hearing  which  have  been  granted  and 
denied. 

(1)  Any  determlnaticm  denying  a 
hearing  in  whole  or  In  pcut  shall  specify 
in  detail  the  reasons  therefor.  If  such 
determination  rests  upon  an  analysis  of 
the  data  and  Information  submitted  to 
justify  a  hearing,  the  Inadequacy  of  such 
data  information  submitted  shall  be 
explained. 

(2)  The  notice  shall  confirm  or  modify 
or  stay  the  effectlre  date  of  the  regula¬ 
tion  or  order  involved. 

(b)  The  recOTd  of  the  administrative 
proceeding  relating  to  denial  of  a  public 
hearing  in  whole  or  in  part  on  any  ob¬ 
jection,  and  request  for  hearing  shall 
consist  of  all  of  the  following: 

(1)  If  the  proceedbag  involves  the  is¬ 
suance,  amendment,  or  revocation  of  a 
regulation: 

(1)  All  of  the  documents  specified  in 
I  10.40(g)  ot  this  chapter. 

(li)  All  objections  and  requests  for 
hearing  filed  by  the  Hearing  Clerk  with 
respect  to  such  regulation  pursuant  to 
H  12.5  and  12.22. 

(Hi)  If  it  involves  a  color  additive  reg¬ 
ulation  which  was  referred  to  an  advi¬ 
sory  committee  in  accordance  with  sec¬ 
tion  700(b)  (5)  <C)  of  the  act,  the 
complete  administrative  record  of  the 
advisory  committee  proceedings  and  its 
report  on  the  matter. 

(iv)  The  notice  denying  a  formal  evi¬ 
dentiary  public  hearing  puMlshed  in  the 
Federal  RxcisrER. 

(2)  If  the  proceeding  Involves  the  is¬ 
suance,  amendment,  or  revocation  of  an 
order: 

(i)  The  notice  of  opportunity  for 
hearing. 

(li)  All  requests  for  hearing  filed  by 
the  Hearing  Cleik  with  respect  to  such 
order  pursuant  to  SS  12.20  and  12.22. 

(ill)  The  record,  consisting  of  the 
transcripts,  mlnutm  erf  meetings,  re¬ 
ports,  Federal  Register  notices,  and 
other  documents,  resulting  from  any  of 
the  optional  procedures  specified  in 
S  12.24(c) ,  except  that  it  shall  not  In¬ 
clude  the  transept  of  any  closed  por¬ 
tion  of  any  pmblic  advis<My  committee 
meeting. 

(Iv)  The  notice  denying  a  formal  evi¬ 
dentiary  public  hearing  published  in  the 
Federal  Register. 

(c)  The  administrative  record  speci¬ 
fied  in  paragnq>h  (b)  of  this  section  shall 
constitute  the  exclusive  record  tor  the 
Commissioner’s  decision  on  denial  oi  a 
formal  evidentiary  public  hearing  In 
whole  or  in  part.  The  record  of  the 
administrative  proceeding  shall  be  closed 
as  of  the  date  of  the  Commissioner’s 
decision  unless  some  oth«^  date  for  the 
closing  of  the  record  is  q:>ecified  by  the 
Commissiemer.  Thereafter  any  person 
who  requested  and  was  denied  a  hearing 
may  submit  a  petitioo  for  reeonsldera- 
tion  pursuant  to  1 10  J3  and  a  petition  for 
stay  of  action  pursuant  to  i  10J5  of  this 
chapter.  Any  person  who  wishes  to  rely 
upon  data,  tnformatton,  or  views  not  in¬ 
cluded  In  the  admin  Istrathre  record  shall 


submit  it  to  the  Commissioner  with  a 
new  petition  to  modify  the  final  regula¬ 
tion  or  order  pursuant  to  i  10.2S(a)  of 
this  chapter. 

(d)  Any  determination  dai3dng  a  re¬ 
quest  for  a  formal  evidentiary  public 
hearing  in  whole  or  in  part  by  any  per¬ 
son  who  has  an  opportunity  for  such  a 
hearing  under  the  provisions  of  the  laws 
administered  by  the  Commissioner  spec¬ 
ified  in  i  10.50(c)  of  this  chapter  consti¬ 
tutes  final  agency  action  reviewaUe  in 
the  courts,  pursuant  to  the  specific  statu¬ 
tory  provisions  governing  Uie  matter  in¬ 
volved,  as  of  the  date  of  publication  in 
the  Federal  Register  of  the  denial  of  the 
public  hearing  in  whole  or  in  part. 

(1)  Before  requesting  an  order  from 
a  court  for  a  stay  of  action  pending  re¬ 
view,  any  person  seeking  Judicial  review 
shall  first  submit  a  petiti<m  for  a  stay  ot 
action  pursuant  to  i  10.35  of  this  chapter. 

(2)  The  Food  and  Drug  Administra¬ 
tion  will  request  consolidation  in  a  single 
court  of  all  petitions  for  Judicial  review 
related  to  a  particular  matter  pursuant 
to  28  U.S.C.  2112(a). 

(3)  The  time  for  filing  a  petition  for 
judicial  review  of  a  determination  by  the 
Commissioner  denying  a  public  hearing 
on  a  particular  objection  or  issue  shall 
begin  as  of  the  date  of  publication  in 
the  Federal  Register  of  the  Commis¬ 
sioner’s  determination:  (1)  in  the  case 
of  an  objection  or  issue  relating  to  a  pro¬ 
posal  to  issue,  amend,  or  revoke  a  regu- 
laticHi,  when  the  determination  denies 
a  public  hearing  on  all  objections  and  is¬ 
sues  relating  to  a  part  of  the  proposal  the 
effectiveness  of  which  the  Commissioner 
has  determined  should  not  be  deferred 
pending  the  outcome  of  any  hearing 
granted  with  respect  to  other  parts  of  the 
proposal;  or  (ii)  in  the  case  of  an  issue 
relating  to  a  proposal  to  Issue,  amend, 
or  revoke  an  order,  when  the  determina¬ 
tion  denies  a  public  hearing  (m  all  issues 
relating  to  a  particular  new  drug  appli¬ 
cation,  new  animal  drug  application,  or 
biologies  license.  The  failure  to  file  such 
a  petition  within  the  period  established 
In  the  spe<dfic  statutory  provisions  gov¬ 
erning  the  matter  involved  shall  consti¬ 
tute  a  waiver  of  the  right  to  judicial  re¬ 
view  of  that  objection  or  issue  at  any 
later  time,  regardless  whether  a  hearing 
has  been  granted  on  other  objections  and 
issues. 

§  12.30  Judicial  review  after  waiver  of 
hearing  on  a  regulation. 

(a)  Any  pers(Mi  who  has  a  right  to 
submit  objections  and  a  request  for 
hearing  pursuant  to  i  12.5(d)  may  in¬ 
stead  submit  objections  and  waive  the 
right  to  request  a  hearing.  Such  waiver 
may  consist  either  of  an  explicit  state¬ 
ment  waiving  such  right,  or  of  a  failure 
to  request  a  hearing  as  provided  in 
i  12.22(a)  (4). 

(b)  Where  any  person  submits  an  ob¬ 
jection  and  waives  the  right  to  request 
a  hearing,  the  C^ommlssioner  shall  rule 
upon  such  objection  pursuant  to  18  12.24 
through  12J8.  The  Commlsskmer  may, 
in  his  discretion,  order  a  hearing  on  the 
matter  pursuant  to  any  of  the  provi- 
ikms  ai  this  part  regardless  whether  a 
hearing  is  requested. 


(ci  If.  after  the  notice  published  by 
the  Commissioner  in  the  Federal  Reg¬ 
ister  ruling  upon  any  such  objection, 
no  healing  is  granted  with  reqieet  to 
the  matters  covered  by  such  objection, 
and  the  Commissioner  rules  adversely 
on  such  objection,  the  person  may  peti¬ 
tion  for  judicial  review  of  the  Chmmis- 
sloner's  ruling  on  such  objection  In  a 
United  States  Court  of  Appeals  pursuant 
to  the  applicable  provisions  in  the  aet. 

(1)  ’The  record  for  judicisd  review 
shall  be  the  record  designated  in  1 12.28 
(b)(1). 

(2)  The  time  for  filing  such  a  petitkm 
for  judicial  review  shall  begin  as  of  the 
date  of  publication  in  the  Federal  Reg¬ 
ister  of  the  Commissioner’s  ruling  on 
such  objection. 

§  12.32  RequetU  for  altornMlUr  form  of 
public  hcaruig. 

(a)  A  person  who  has  a  right  to  an 
opportunity  for  a  hearing  under  this 
part  msty  waive  that  opportunity  and  in 
lieu  thereof  request  one  of  the  following 
alternative  forms  of  public  hearing; 

(1)  A  public  hearing  befewe  a  PuUk 
Board  of  Inquiry  pursuant  to  Part  13 
of  this  chaptor. 

(2)  A  public  hearing  before  a  public 
advisory  committee  pursuant  to  Part  14 
of  this  chapter. 

(3)  A  public  hearing  before  the  (Com¬ 
missioner  pursuant  to  Part  15  of  this 
chapter. 

(b)  Any  such  request: 

(1)  May  be  on  hk  own  initiative  or 
at  the  suggestion  of  the  Commissioner. 

(2)  Shall  be  submitted  in  writing  to 
the  Hearing  (Clerk  pursuant  to  I  10.30  of 
this  chapter. 

(3)  Shall  be  submitted  at  any  time 
FR-ior  to  puMication  of  a  notice  of  hearing 
pursuant  to  S  12.35  or  a  denial  of  hear¬ 
ing  pursuant  to  1 12.28. 

(4)  aiall  be: 

(i)  In  lieu  of  a  request  for  a  hearing 
under  this  part,  or 

(li)  If  submitted  after  or  with  a  re¬ 
quest  for  a  hearing  under  this  part,  in 
the  form  of  a  waiver  (rf  the  right  to  an 
opportimlty  for  such  a  hearing  condi¬ 
tioned  upon  an  alternative  form  of  pub¬ 
lic  hearW.  Upon  acceptance  by  the  Com¬ 
missioner.  such  a  waiver  becomes  binding 
and  can  thereafter  be  withdrawn  only 
by  waiving  any  right  to  any  form  of  a 
hearing  unless  the  CCcxnmissioner  for 
good  cause  determines  otherwise. 

(c)  Where  more  than  one  person  has 
requested  and  justified  a  hearing  imder 
this  part,  an  alternative  form  of  hear¬ 
ing  will  be  used  only  if  all  such  persons 
concur  and  waive  their  right  to  an  (V>- 
portunity  for  a  hearing  under  this  part. 

(d>  The  (Commissi<mer  will  determine 
whether  an  alternative  form  of  public 
hearing  should  be  used,  and  if  so  which 
alternative  will  be  acceptable  to  him, 
after  considering  the  requests  submitted 
and  the  appropriateness  of  the  alterna¬ 
tive  forms  of  public  hearing  for  the  issues 
raised  In  the  objectkms.  Upon  acceptance 
by  the  Commissioner,  such  acceptance 
becomes  Irfndlng  upon  him  unless  the 
Commissioner  for  good  cause  det^mines 
otherwise. 
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(e)  The  CcMnmlssloner  shall  publish  In 
the  Fsoeral  Register  a  notice  of  hear¬ 
ing  announcing  an  alternative  form  of 
public  hearing  pursuant  to  this  section, 
setting  forth  the  following  Information; 

(1)  A  statement  of  the  provisions  of 
the  regulation  or  order  which  is  the  sub¬ 
ject  of  the  public  hearing. 

(2)  A  statement  specifying  any  part 
of  the  regulatlMi  or  order  which  has 
been  stayed. 

(I)  Any  part  of  a  regulation  or  order 
which  Is  subject  to  an  oportunlty  for  a 
hearing  under  this  part  pursuant  to 
statutory  provisions  under  which  the 
filing  of  proper  objections  and  a  request 
for  hearing  autmnatically  sta3rs  the  reg¬ 
ulation  or  order,  and  for  which  a  public 
hearing  has  been  granted,  shall  be 
stayed. 

(II)  The  Commlssl(mer  may,  in  his 
discretion,  stay  In  whole  or  In  part  any 
regulation  or  order  which  is  not  required 
by  statute  to  be  stayed. 

(3)  The  time,  date,  and  place  of  the 
hearing,  or  a  statement  that  such  infor¬ 
mation  shall  be  contained  In  a  subse¬ 
quent  notice  published  In  the  Federal 
Register. 

(4)  The  names  of  the  parties  to  the 
public  hearing. 

(5)  A  statement  of  the  issues  to  be 
considered  at  the  public  hearing.  The 
statement  of  the  issues  determines  the 
sc(^  of  the  public  hearing. 

(6)  If  the  public  hearing  will  be  con¬ 
ducted  by  a  Public  Board  of  Inquiry: 

(I)  The  time  within  which  the  parties 
may  submit  nominees  for  the  Board  pur¬ 
suant  to  S  13.10(b)  of  this  chapter. 

(II)  The  time  within  which  a  notice  of 
participation  shall  be  filed  by  any  person 
adio  wishes  to  participate  In  the  proceed¬ 
ing.  A  notice  of  participation  shall  be 
filed  In  the  form  and  pmsuant  to  the 
requirements  specified  in  §  12.45. 

(ill)  The  tline  within  which  partici¬ 
pants  shall  submit  written  data  and  in¬ 
formation  pursuant  to  §  13.25  of  this 
chapter.  The  notice  shall  list  the  con¬ 
tents  of  the  portlcms  of  the  administra¬ 
tive  record  of  the  proceeding  as  of  that 
time  relevant  to  the  Issues  to  be  consid¬ 
ered  at  the  public  hearing  before  the 
Board,  and  shall  state  that  such  portions 
have  been  placed  on  public  display  in  the 
office  of  the  Hearing  CHerk  and  that  ad¬ 
ditional  cc^ies  of  any  material  already 
submitted  pursuant  to  §  13.25  of  this 
chapter  need  not  be  Included  with  any 
later  submissions  by  participants  in  the 
proceeding. 

(7)  If  the  public  hearing  will  be  ccm- 
ducted  by  a  Public  Board  of  Inquiry  or  a 
public  advisory  committee,  a  statement 
whether  the  findings  and  conclusions  re¬ 
sulting  from  such  public  hearing  shall 
have  the  legal  status  and  be  handled  as 
a  recommended  decision  or  as  an  initial 
decision  pursuant  to  §  12.120.  If  the  no¬ 
tice  of  hearing  is  silent  on  this  matter, 
the  ^dings  and  conclusions  shall  be  an 
initial  decision. 

(f)  The  findings  and  concliisions  re¬ 
sulting  from  a  public  hearing  b^ore  a 
Public  Board  of  Biquiry  or  a  public  ad¬ 
visory  conunittee  pursuant  to  this  sec¬ 
tion  shall  have  the  same  legal  status  and 
be  handled  as  a  recommended  decision  or 


an  initial  decision  of  a  presiding  officer 
issued  pursuant  to  S  12.120,  as  deter¬ 
mined  by  the  notice  of  hearing  published 
pursuant  to  paragraph  (e)  of  this  sec¬ 
tion.  The  findings  and  conclusions  result- 
ing  from  a  public  hearing  before  the 
Commissioner  pursuant  to  this  section 
shall  have  the  same  legal  status  and  be 
handled  as  a  tentative  order  issued  piu*- 
suant  to  §  12.125.  Thereafter,  the  partici¬ 
pants  in  the  proceeding  may  pursue  the 
administrative  and  court  remedies  that 
are  available  as  specified  in  S§  12.120 
through  12.159. 

(g)  If  a  public  hearing  before  a  public 
advisory  committee  pursuant  to  Part  14 
of  this  chapter  or  a  public  hearing  be¬ 
fore  the  Commissioner  pursuant  to  Part 
15  of  this  chapter  is  used  as  an  alterna¬ 
tive  form  of  hearing  pursuant  to  this 
section,  all  submissions  relating  to  the 
hearing  which  constitute  the  adminis¬ 
trative  record  of  the  hearing  shall  be 
made  to  the  Hearing  Clerk  and  the  pro¬ 
visions  of  S  10.20(j)  of  this  chapter  shall 
govern  the  availability  of  such  submis¬ 
sions  for  public  examination  and  copy¬ 
ing. 

§  12.35  of  hearing;  ^lay  of  arlion. 

(a>  If  the  Commissioner  determines 
upon  review  of  the  objections  and  re¬ 
quests  for  hearing  filed  pursuant  to 
S§  12.5  through  12.26  that  a  formal  evi¬ 
dentiary  public  hearing  has  been  Justi¬ 
fied  on  any  issue,  he  shall  publish  a 
notice  of  such  determination  in  the  Fed¬ 
eral  Register,  setting  forth  the  follow¬ 
ing  information: 

(1)  A  statement  of  the  provisions  of 
the  regulation  or  order  which  is  the  sub¬ 
ject  of  the  formal  evidentiary  public 
hearing. 

(2)  A  statement  specifying  any  part  of 
the  regulation  or  order  that  has  been 
stayed. 

(i)  Any  part  of  a  regulation  or  order 
which  is  subject  to  an  opportunity  for 
a  hearing  imder  this  part  pursuant 
to  statutory  provisions  under  which  the 
filing  of  proper  objections  and  a  request 
for  hearing  automatically  stays  the  reg¬ 
ulation  or  order,  and  for  which  a  hear¬ 
ing  has  been  requested  and  justified, 
shall  be  stayed. 

(ii)  The  Cmnmissioner  may,  in  his  dis¬ 
cretion,  stay  in  whole  or  in  part  any 
regulation  or  order  which  is  not  required 
by  statute  to  be  stayed. 

(3)  Hie  names  of  the  parties  to  the 
formal  evidentiary  public  hearing. 

(4)  A  statement  of  the  issues  of  fact 
raised  by  the  objections  and  request  for 
hearing  as  to  which  a  hearing  has  been 
justified. 

(5)  A  statement  of  any  objections  or 
requests  for  hearing  as  to  which  a  hear¬ 
ing  has  not  been  justified,  which  shall 
be  subject  to  the  provisions  of  §  12.28. 

(6)  The  designation  (rf  the  presiding 
officer  to  c(«duct  the  hearing  or  a  state- 
m^t  that  the  presiding  officer  will  be 
designated  in  a  subsequent  notice. 

(7)  The  time  within  vdilch  notices  of 
appearance  shall  be  filed  pursuant  to 
S  12.45. 

(8)  The  date,  time,  and  place  when 
the  iH^hearlng  cmference  will  cmn- 
mence  or  a  statement  that  such  date. 


time,  and  idace  will  be  announced  in  a 
subsequent  notice.  The  prehearing  con¬ 
ference  shall  not  commence  until  after 
the  expiration  of  the  time  for  filing  the 
notice  of  participation  required  by 
§  12.45(a).  ' 

(9)  The  time  within  which  partici¬ 
pants  shall  submit  written  data,  infor¬ 
mation,  and  views  pursuant  to  S  12.85. 
The  notice  shall  list  the  contents  of  the 
portions  of  the  administrative  record  of 
the  proceeding  as  of  that  time  relevant 
to  the  issues  to  be  considered  at  the 
public  hearing  and  shall  state  that  such 
portions  have  been  placed  cm  public  dis¬ 
play  in  the  office  of  the  Hearing  Clerk 
and  that  additional  copies  of  any  ma¬ 
terial  already  submitt^  pursuant  to 
§  12.85  need  not  be  included  with  any 
later  submissions  by  participants  in  the 
proceeding. 

(b)  The  statement  of  the  Issues  of 
fact  raised  by  the  objections  or  request 
for  hearing  as  to  which  a  hearing  has 
been  justified  determines  the  scope  of  the 
formal  evidentiary  public  hearing  and 
the  matters  as  to  which  the  development 
of  evidence  will  be  permitted.  The  state¬ 
ment  of  the  issues  of  fact  may  be  revised 
by  order  of  the  presiding  officer.  Any 
participant  may  obtain  interlocutory  re¬ 
view  by  the  Commissioner  of  a  decision 
by  the  presiding  officer  to  revise  the 
statement  of  the  issues  of  fact  to  in¬ 
clude  an  issue  as  to  which  the  Commis¬ 
sioner  has  not  granted  a  hearing  or  to 
eliminate  an  issue  as  to  which  the  Com¬ 
missioner  has  grsmted  a  hearing. 

(c)  A  formal  evidentiary  public  hear¬ 
ing  shall  be  deemed  to  commence  as  of 
the  date  of  publication  of  the  notice  of 
hearing  in  the  Federal  Register. 

§  12.37  Effective  date  of  a  rcgoilalion. 

(a)  If  no  objections  are  filed  and  no 
hearing  is  requested  on  a  regulation  pur¬ 
suant  to  §  12.5(e),  the  regulation  ^all 
be  effective  on  the  date  specified  In  the 
notice  pixmiulgating  it. 

(b)  The  Commissioner  shall  publish 
a  notice  in  the  Federal  Register  stating 
that  fact.  Such  notice  may  extend  the 
time  for  compliance  with  the  regulation. 

§  12. .38  Effective  dale  of  an  order. 

(a)  If  a  person  who  is  subject  to  a 
notice  of  opportunity  for  hearing  pub¬ 
lished  in  the  Federal  Register  pursuant 
to  §  12.20(b)  does  not  request  a  hearing, 
the  Commissioner: 

(1)  Shall  issue  a  final  order  published 
in  the  Federal  Register  withdrawing 
approval  of  an  NDA,  NADA,  or  biologies 
license,  in  whole  or  in  part,  and  estab- 
li^ing  the  effective  date  of  such  final 
order. 

(2)  If  the  final  order  involves  an 
NADA,  shall  forthwith  revoke,  in  wh<de 
or  in  part,  the  applicable  regulation  pur¬ 
suant  to  section  512(1)  of  the  act. 

(b)  If  a  person  who  is  subject  to  a 
notice  of  omx>rtunity  for  hearing  pub¬ 
lished  in  the  Federal  Register  pursuant 
to  S  12.20(b)  requests  a  hearing  and 
others  do  not,  the  Commissioner  may 
issue  a  final  order  covering  all  such  drug 
products  at  once  or  may  issue  mtm  than 
one  final  order  covering  different  drug 
products  at  different  times. 
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Subpart  C — Appearanca  and  Participation 
•  8  12.40  Appeanmec. 

(a>  Any  penon  who  has  filed  a  writ¬ 
ten  ZK)tlce  of  participation  pursuant  to 
1 12.45  may  appear  In  persem  or  by  or 
with  couns^  ae  other  rejnresentatlve  in 
any  fcomal  evidentiary  public  hearing 
and,  subject  to  i  12.89.  may  be  heard 
with  respect  to  all  matters  rtievant  to 
the  Issues  under  cMislderatkMi. 

(b)  Any  person  appearing  in  a  repre¬ 
sentative  capacity  in  any  such  hearing 
shall  submit  a  signed  statement  of  au¬ 
thorization  or  other  documentation  veri¬ 
fying  his  authority  to  do  so. 

(c)  If  there  is  a  change  in  the  person 
aiH^earing  In  a  representative  capacity, 
su^  person  shafi  submit  the  statement 

other  dociunentatlon  required  by 
paragraph  (b)  of  this  section* 

(d)  The  presiding  officer  may  strike 
the  appearance  of  any  person  for  viola¬ 
tion  of  the  rules  of  conduct  established 
in  i  12.90. 

§  12.45  WriUea  notice  of  participation. 

(a)  Any  person  desiring  to  participate 
In  any  formal  evidentiary  public  heurlng 
ah  all,  within  30  days  after  publication 
of  the  notice  of  hearing  in  the  Fbdkral 
Rkgisteb  pursuant  to  S  12.35,  file  with 
the  Hecuing  dak  in  accordance  with 
i  10.20  of  this  chapter  a  written  notice  ol 
participation  in  the  form  specified  In  par¬ 
agraph  (b)  of  this  section. 

(b)  The  form  of  the  written  notice  of 
participation  shall  be  as  follows; 


(Date) 

Hearing  Cle-X  Food  and  Drug  Admlnistra- 
tloo.  Department  at  Health.  Mucatlon, 
amt  Wtffare,  Bm.  4-85,  6800  Plabers  Lane, 
BockvlUe,  MD  30867. 

Nones  or  PAsnciPAnoif 
Docket  No - 

Pursuant  to  the  provlslomt  of  31  CPB  Part 
13,  governing  the  procedure  In  this  matter, 
please  enter  the  participation  of : 


(Name) 


(Street  address) 


(City  and  State) 


fTeiephone  numt>er) 
Service  on  bdialf  of  the  above  win  be 
accepted  by: 


(Name) 

(Street  addreee) 


(City  and  State) 


(TMephone  number) 

The  following  statements  ere  made  as  part 
of  this  notice  at  participation. 

A.  Specific  tntereet.  (A  statement  of  the 
q>eclflc  Interest  of  the  person  In  the  pro¬ 
ceeding.  Including  the  specl&e  taeuee  of  fact 
concerning  which  the  person  deehres  to  be 
beard.  This  part  need  iM>t  be  completed  oy  a 
party  to  the  proceeding.) 

B.  Commitment  to  Parbteptate,  (A  state¬ 
ment  that  the  person  wUl  present  documen¬ 
tary  evidence  or  teetlmony  at  the  bearing 
and  will  comply  with  the  requirements  of  31 
CPB  12.86,  or.  In  the  case  of  a  hearing  befeue 


a  Public  Board  of  Inquiry,  with  the  require¬ 
ments  of  21  CFR  1335.) 


(Signed) 

(c)  All  uotlcez,  pleadings,  documents, 
and  other  submissions  to  be  served  upon 
a  person  in  the  course  of  the  bearing 
pursuant  to  S  12.82  shall  be  mailed  to  the 
address  shown  In  the  notice  of  participa¬ 
tion  or  delivered  In  person  to  the  person 
specified  in  the  notice  of  participation. 

(d)  A  written  notice  of  participation 
may  be  amended  by  filing  an  amendment 
with  the  Hearing  Clerk  and  serving  it 
upon  all  participants  in  the  hearing. 

(e)  No  person  may  participate  in  any 
aspect  or  at  any  stage  of  a  formal  evi¬ 
dentiary  public  hearing  if  he  has  not  filed 
a  written  notice  of  participation  or  If  his 
notice  of  participation  has  been  stricken 
pursuant  to  peu:tkgraph  (g)  of  this  sec¬ 
tion. 

(f)  The  presiding  of&cet  may,  upon 
motion,  permit  a  person  to  file  a  written 
notice  oi  participation  in  the  hearing  af¬ 
ter  the  30-day  time  period  for  filing  such 
notices  has  expired,  but  only  upon  a 
showing  of  good  cause  as  to  why  such  a 
notice  was  not  filed  within  such  time 
period. 

(g)  The  presiding  officer  may  strike 
the  participation  of  any  person,  after 
giving  him  an  opportunity  to  show  cause 
why  his  participation  should  not  be 
stricken,  for  nonparticipation  in  the 
hearing  or  for  failure  to  comply  with  any 
requirement  of  this  subpart,  e.g^  dis¬ 
closure  of  Information  as  reqiiir^  by 
S  12.85  or  the  prehearing  order  Issued 
piirsuant  to  S  12.92.  Any  person  whose 
participation  has  been  stricken  may  peti¬ 
tion  the  Ccxnmissloner  for  interlocutory 
review  of  such  action. 

8  12.50  Advice  on  poldic  participation 
in  formal  evidentiary  public  hearings. 

(a)  Designated  agency  contact.  All  in¬ 
quiries  from  the  public  about  scheduling, 
location,  and  general  procedures  should 
be  addressed  to  the  Associate  Commis¬ 
sioner  for  Compliance.  The  staff  of  the 
Associate  Commissioner  for  Compliance 
win  attempt  to  respond  promptly  to  all 
Inquiries  from  members  of  the  piffilic, 
as  well  as  to  simple  requests  for  informa¬ 
tion  from  partlclpantB  in  formal  eviden¬ 
tiary  public  hearings.  Such  inquiries  or 
requests  should  be  addressed  to  the  Of¬ 
fice  of  the  Associate  Commissioner  for 
Compliance  (HPC-10),  Food  and  Drug 
Administration.  5500  Fishers  Lane, 
Rockville.  Md.  20857,  or  telet^one  (301) 
443-3480. 

(b)  Hearing  schedule  changes.  Re¬ 
quests  by  hearing  participants  for 
changes  in  the  schedule  a  hearing  or 
in  the  dates  for  filing  documents,  tolefs, 
or  other  pleadings  related  to  the  hearing 
should  be  made  In  writing  directly  to  the 
Administrative  Law  Judge.  All  such  cor¬ 
respondence  should  be  addressed  to  the 
Administrative  Law  Judge  (HF-3).  Food 
and  Drug  Admlnistralkm.  5500  Fishers 
Lane.  Rockville.  MD  20857. 

(e)  Legal  advice  to  individuals.  The 
Food  and  Drug  Administration  does  not 
have  the  resources  to  provide  indivldiial 
legal  advice  to  membera  of  the  puUic 
concerning  participation  In  such  pro¬ 


ceedings.  Furthermore,  to  do  so  would 
compromise  the  Independence  of  the 
Commissioner's  office  smd  invite  charges 
of  Improper  Interference  In  the  hearing 
process.  Accordingly,  the  Associate  Com¬ 
missioner  for  Compliance  will  decline  to 
entertain  inquiries  about  the  strengths 
or  weaknesses  of  any  party’s  position  at 
a  hearing,  litigation  strategy,  or  other 
similar  matters. 

(d)  Role  of  the  Office  of  the  Chief 
Counsel.  Under  no  circumstances  will  the 
Office  of  the  Chief  Counsel,  Pood  and 
Drug  Administration,  dlrectljr  provide 
advice  on  the  subject  of  any  formal  evi¬ 
dentiary  public  hearing  to  any  person 
who  is  participating  or  may  participate 
In  the  hearing.  In  every  such  hearing, 
certain  attorneys  in  the  office  are  desig¬ 
nated  to  represent  the  bureau  or  bu¬ 
reaus  whose  action  Is  the  subject  of  the 
hearing.  Other  members  of  the  office.  In¬ 
cluding  ordinarily  the  Chief  Counsel, 
are  designated  to  advise  the  Commis¬ 
sioner  on  any  final  decision  in  Uie  mat¬ 
ter.  It  is  not  compatible  with  these 
functions,  nor  woiild  it  be  professionally 
responsible,  for  the  attorneys  In  the  Of¬ 
fice  of  the  Chief  Counsel  also  to  advise 
other  participants  In  a  hearing,  or  for 
any  attorney  who  may*  be  called  on  to 
advise  the  Commissioner  to  respond  to 
Inquiries  from  other  participants  In  the 
hearing,  for  such  participants  may  be 
urging  views  contrary  to  those  of  the 
bureau  Involved  or  to  what  may  ulti¬ 
mately  be  the  final  conclusions  of  the 
Commissioner.  Accordingly,  members  of 
the  staff  of  the  OfBce  of  the  Chief  Coim- 
sel,  other  than  those  attorneys  respon¬ 
sible  for  representing  the  bureau  or  bu¬ 
reaus  whose  action  Is  the  subject  of  the 
hearing,  will  decline  to  respond  to  In¬ 
quiries  from  any  participating  or  po¬ 
tential  participant  relating  to  the  con¬ 
tent  or  conduct  of  any  formal  eviden¬ 
tiary  public  hearing. 

(e)  Communication  between  partici¬ 
pants  and  attorneys.  Participants  in  a 
hearing  may  communicate  with*  the  at¬ 
torneys  who  are  responsible  for  repre¬ 
senting  the  bureau  or  bureaus  whose  ac¬ 
tion  is  the  subject  of  the  hearing.  In  the 
same  way  that  they  may  communicate 
wl^  counsel  for  any  other  party  In  Inter¬ 
est'  about  the  presentation  of  matters  at 
the  hearing.  It  would  be  Inappropriate 
to  bar  discussion  of  such  matters  as  stip¬ 
ulations  of  fact.  Joint  presentation  of 
witnesses,  or  possible  setUement  of  hear¬ 
ing  issues.  Members  of  the  public,  includ¬ 
ing  participants  at  hearings;  are  advised, 
however,  that  all  such  commimlcatlons. 
Including  those  by  Mepheme.  will  be 
recorded  In  memoranda  that  can  be  filed 
with  the  Hearing  Clerk,  Pood  and  Drug 
Administration. 

Subpart  D — Presiding  Officer 
8  12.60  Presiding  •Riccr. 

A  presiding  officer  shall  preside  over 
every  formal  evidentiary  public  hearing 
held  pursuant  to  this  subpart.  The  pre- 
Bidtng  officer  shaU  be  the  CommtakxNT, 
a  member  of  the  office  of  the  Commis¬ 
sioner  to  whtHn  the  Coinmls8i<mer  has 
delegated  the  responsibility  tor  the  mat¬ 
ter  Involved,  or  an  Administrative  Law 
Judge  qualified  under  5  U.S.C.  3105  and 
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designated  by  the  CMnmissioner  to  wm- 
duct  the  hearing  in  the  notice  of  hearing 
or  in  a  later  notice  published  pursuant 
to  §  12.35(a)(6). 

§  12.62  Cuniiii4‘n(‘pnipnt  of  fuiiPtiunh. 

The  functions  of  the  presiding  officer 
shall  commence  upon  his  deslgnatl<ni  and 
terminate  upon  the  forwarding  of  the 
recommended  decision  or  the  filing  of  the 
initial  decision  pursuant  to  §  12.120. 

§  12.70  .4uthority  of  prpsiding  offlrpr. 

The  presiding  officer  shall  have  the 
authority  and  duty  to  conduct  a  fair  and 
expeditious  hearing  and  to  maintain 
order.  He  shall  have  all  powers  necessary 
to  these  ends,  Including,  but  not  limited 
to,  the  power  to: 

(a)  Arrange  and  Issue  notice  of  the 
date,  time,  and  place  of  oral  hearings  and 
conferences  and,  upon  proper  notice,  to 
change  the  date,  time,  and  place  of  oral 
hearings  and  conferences  previously  set. 

(b)  Establish  the  methods  of  pro¬ 
cedures  to  be  used  In  the  development  of 
evidentiary  facts.  Including  the  pro¬ 
cedures  specified  In  §  12.92(b)  and  to  rule 
upon  the  need  for  oral  testimony  and 
cross-examination  pursuant  to  S  12.87 

(b). 

(c)  Prepare,  after  considering  the 
views  of  the  participants,  written  state¬ 
ments  of  areas  of  factual  disagreement 
among  the  participants. 

(d)  Hold  conferences  to  settle,  sim¬ 
plify,  or  determine  the  issues  in  a  hear¬ 
ing  or  to  consider  other  matters  that  may 
facilitate  the  expeditious  disposition  of 
the  hearing. 

(e)  Administer  oaths  and  affirmations. 

(f)  Regulate  the  course  of  the  hearing 
and  govern  the  conduct  of  participants 
therein. 

(g)  Examine  witnesses  and  Inform 
witnesses  that  they  must  fully  respond 
to  all  questions  or  have  all  of  their  testi¬ 
mony  stricken. 

(h)  Rule  on,  admit,  exclude,  or  limit 
evidence. 

(I)  Establish  the  time  for  filing  mo¬ 
tions,  petitions,  briefs,  findings,  ot  other 
submissions. 

(J)  Rule  on  motions  and  other  pro¬ 
cedural  matters  pending  before  him. 

(k)  Rule  on  motions  for  summary  de¬ 
cision  in  accordance  with  S  12.93. 

(l)  Order  that  the  hearing  be  con¬ 
ducted  in  stages  in  cases  where  the  num¬ 
ber  of  parties  is  large  or  the  Issues  are 
numerous  and  complex. 

(m)  Waive,  suspend,  or  modify  any 
rule  in  this  subpart  pursuant  to  §  10.19  of 
this  chapter  if  he  determines  that  no 
party  will  be  prejudiced,  the  ends  of  Jus¬ 
tice  will  be  thereby  served,  and  such 
action  is  in  accordance  with  law. 

(n)  Strike  the  partlclpatlcm  of  any  per¬ 
son  pursuant  to  8  12.45(g)  or  exclude  any 
person  from  the  hearing  pursuant  to 
8  12.90  or  otherwise  take  reasonable  dis¬ 
ciplinary  actloa. 

(o)  Take  any  action  pomitted  to  the 
presiding  officer  as  authorized  by  this 
part  or  In  cmxformance  with  law  for  the 
maintenance  of  order  at  the  hearing  and 
for  the  expeditiotis,  fair,  and  Impartial 
conduct  of  the  ixnceedlng. 


§  12.75  Disqualification  of  iwesiding 
officer. 

(a)  Any  participant  in  the  proceeding 
may,  by  motion  made  to  the  presiding 
officer,  request  that  the  presiding  officer 
disqualify  himself  and  withdraw  from 
the  proceeding.  The  presiding  officer 
shall  rule  up<m  any  such  motion  and 
shall  promptly  certify  the  moticMi  and  his 
ruling  thereon  to  the  Commissioner  for 
interlocutory  review. 

(b)  A  presiding  officer  shall  withdraw 
from  any  proceeding  in  which  he  deems 
himself  disqualified  for  any  reason. 

§  12.78  Unavailability  of  prcMclitig  offi* 

«‘«T. 

•  a)  In  the  event  that  the  presiding  of¬ 
ficer  is  unable  to  act  for  any  reason 
whatever,  the  powers  and  duties  to  be 
performed  by  him  in  connection  with  any 
proceeding  ^all  be  assigned  by  the  Cmn- 
missioner  to  another  presiding  officer. 
Such  substitution  shall  have  no  effect  on 
any  aspect  of  the  hearing,  except  as  the 
new  presiding  officer  may  order  pursuant 
to  the  provisions  of  this  subimrt. 

(b)  Any  motion  predicate  upon  such 
substitution  shall  be  made  within  10  days 
thereafter. 

Subpart  E — Hearing  Procedures 

§  12.80  Filing  and  service  of  submit** 

•  siuiit.. 

<a>  All  submissions,  including  plead¬ 
ings,  relating  to  a  formal  evidentiary 
public  hearing  shall  be  filed  with  the 
Hearing  Clerk  pursuant  to  8  10.20  of  this 
chapter. 

(b)  A  copy  of  each  such  submission 
shall  be  serv^  by  the  person  making  the 
submission  up(m  each  other  participant 
in  the  proceeding,  except  that  submis¬ 
sions  of  documentary  data  and  informa¬ 
tion  may  but  are  not  required  to  be 
served  upon  each  participant.  Any  trans¬ 
mittal  letter,  pleading,  summary,  state¬ 
ment  of  position,  certification  pursuant 
to  paragraph  (d)  of  this  section,  or  other 
similar  document  accompanying  a  sub¬ 
mission  of  documentary  data  and  infor¬ 
mation  shall  be  served  upon  each  par¬ 
ticipant  pursuant  to  this  paragraph. 

(c)  Service  piirsuant  to  this  section 
shall  be  accomplished  by  mailing  it  to  the 
address  shown  in  the  notice  of  participa¬ 
tion  or  by  p>ers(mal  delivery. 

(d)  All  submissions  pursuant  to  this 
section  shall  be  acc(«npanled  by  a  signed 
certification  stating  the  extent  to  which 
the  submission  has  been  served  on  each 
participant,  or  is  exempt  from  such  serv¬ 
ice.  pursuant  to  paragraph  (b)  of  this 
section. 

(e)  No  written  submission  or  other 
portion  of  the  administrative  recwd  shall 
be  held  in  confidence,  except  as  provided 
in  8  12.105. 

§  12.82  Petition  to  participate  in  forma 
pauperis. 

(a)  Any  participant  who  believes  that 
cmnpllance  with  the  filing  and  service  re- 
qulrem^ts  of  this  section  constitutes  an 
unreascmable  financial  burden  shall  sub¬ 
mit  to  the  Commisskmer  a  petition  to 
participate  in  forma  pauperis. 


(b)  Such  petition  shall  be  pursuant  ta 
8  10.30  of  this  chapter,  except  that  the 
heading  shaU  be  “REQUEST  TO  PAR- 
TICnPATE  IN  FORMA  PAUPERIS, 

rxXJKET  NO. _ ”  Pursuant  to  the 

guidelines  established  in  8  20.43  (b)  and 

(c)  of  this  chapter,  such  petition  shall 
demonstrate  that  either  (i)  the  person 
is  indigent  and  his  participation  has  a 
strong  public  interest  justificatiem,  or 
(il)  such  participation  is  in  the  public 
interest  because  it  can  be  considered  pri¬ 
marily  as  benefiting  the  general  public. 
Filing  and  service  requirements  for  such 
a  petition  shall  be  those  provided  for  the 
filing  and  service  of  submissions  in  para¬ 
graph  (c)  of  this'  section,  whether  or  not 
the  petition  is  subsequently  granted. 

(c)  The  C(Mnmissioner  may,  in  his  dis¬ 
cretion,  grant  or  deny  such  petition.  If 
such  petition  is  grant^,  the  participant 
may  file  only  one  copy  of  each  submis¬ 
sion  with  the  Hearing  Clerk,  and  it  shall 
be  the  responsibility  of  the  Hearing 
Clerk,  at  agency  exiiense,  to  make  suffi¬ 
cient  additional  ccH^les  for  the  adminis¬ 
trative  record  and  to  serve  a  copy  upon 
each  other  participant. 

§  12.83  Advisory  opinions. 

PrlOT  to  or  during  the  pendency  of  any 
formal  evidentiary  public  hearing  any 
person  may  request  the  Cmnmlssioner 
for  an  advisory  oplnlmi  as  to  the  sq^li- 
cability  to  a  specific  situatl(m  of  any  reg¬ 
ulation  or  order  under  consideration  in 
an  administrative  proceeding.  Requests 
for  such  opinions  shall  be  made  pursuant 
to  8  10.85  of  this  chapter. 

§  12.85  Disclosure  of  data  and  informa¬ 
tion  by  the  participants. 

(a)  BefOTe  the  notice  of  hearing  is 
published  pursuant  to  8  12.35,  the  dlrec- 
tCH*  of  the  bureau  respmisible  for  the  mat¬ 
ters  involved  in  the  hearing  shall  sutotlt 
to  the  Hearing  Clerk: 

(1)  Ihe  rdevant  portions  of  the  ad¬ 
ministrative  record  of  the  proceeding  up 
to  that  time.  Those  portl<ms  (ff  the  ad¬ 
ministrative  record  of  the  proceeding 
which  are  not  relevant  to  the  issues  to  be 
considered  at  the  public  hearing  shall  not 
be  placed  on  public  display  and  shall  not 
be  part  of  the  administrative  record  of 
that  proceeding. 

(2)  All  documents  in  his  files  con¬ 
taining  factual  data  and  information, 
whether  favorable  or  unfavorable  to  his 
position,  which  relate  to  the  issues  in¬ 
volved  in  the  hearing. 

(3)  All  other  documentary  dat%  and 
information  on  which  he  relies. 

(4)  A  narrative  stat^nmt  of  his  posi¬ 
tion  c«i  the  factual  issues  stated  in  the 
notice  of  hearing  and  the  type  of  evi¬ 
dence  he  intends  to  introduce  in  the 
hearing  in  support  of  his  position. 

(5)  A  signed  statement  that,  to  the 
best  of  his  knowledge  and  bdlef,  the  sub¬ 
mission  complies  with  the  requirements 
of  this  section. 

(b)  Within  60  days  after  the  notice 
of  hearing  is  published  in  the  ftoiRAL 
Register  pursuant  to  8  12.35,  or.  where 
no  participant  will  be  prejudiced,  within 
such  shorter  or  longer  period  if  time 
as  the  presiding  officer  orders,  eadi  par- 
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ticipant  flhall  submit  to  the  Hearing: 
Cleo^  all  data  and  tnformatkm  specified 
In  paragraph  (a)  (2)  through  (5)  of  this 
section,  a^  any  objectkms  with  respect 
to  the  completeness  oi  the  administra¬ 
tive  record  filed  pursuant  to  paragrai^ 

(a)  (1)  of  this  sectl<xi. 

(c)  Tile  submissions  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section  may 
be  supplemented  later  In  the  proceeding, 
with  the  approval  oi  the  presiding  <^- 
cer,  upon  a  showing  that  the  material 
contained  In  the  supidement  was  not  rea¬ 
sonably  known  or  avallaUe  when  the 
submission  was  made  or  that  the  rde- 
vance  of  the  material  contained  In  the 
supplement  could  not  reasMiably  have 
been  foreseen  at  that  time. 

(d)  The  faflure  to  comidy  with  the 
provisions  of  this  section  In  the  case  of 
a  participant  diall  constitute  a  waiver 
of  the  rl^t  to  participate  further  In  the 
hearing  and  In  the  case  of  a  party  shall 
also  constitute  a  waiver  of  the  right  to  a 
hearing. 

(e)  Any  documentary  data  and  Infor¬ 
mation  sulunltted  by  one  participant  may 
be  referenced  by  another.  Partlclpcuits 
are  encouraged  to  exchange  and  conscdi- 
date  lists  of  documentary  evldmce  prior 
to  reproducing  It  for  submission  to  the 
Hear^  Clerk  In  order  to  reduce  dupli¬ 
cative  submissions.  If  a'  particular  docu¬ 
ment  Is  bulky  or  Is  In  limited  supply  and 
caimot  reasonably  be  reproduced,  and  It 
constitutes  relevant  evidence,  a  partici¬ 
pant  may  request  the  presiding  officer  for 
permission  to  submit  a  reduced  niunber 
of  copies  to  the  Hearing  Clerk. 

(f )  The  presiding  officer  shall  rule  on 
questions  rdatlng  to  this  section. 

S  12.87  Purpose;  oral  and  written  testi¬ 
mony  ;  burden  of  proof. 

(a)  A  formal  evidentiary  public  hear¬ 
ing  Is  held  for  the  purpose  of  receiving 
evidence  relating  to  an  Issue  of  fact  de¬ 
termining  the  validity  of  a  regulation  or 
order  subject  to  such  a  hearing.  The 
objective  of  such  a  hearing  Is  the  fair 
determination  of  facts  In  a  manner  ctm- 
slstoit  with  the  right  of  all  Interested 
persons  to  participate  and  the  public  In¬ 
terest  In  expeditiously  concluding  con¬ 
troversies  over  matters  affecting  the  pub¬ 
lic  health  and  welfare. 

(b)  To  achieve  this  objective,  the  evi¬ 
dence  at  a  formal  evidentiary  public 
hearing  shall  be  developed  to  the  maxi¬ 
mum  feasible  extoit  through  written 
submissions,  including  written  direct 
testimony  which  may  be  in  narrative  or 
In  question-and-answer  form,  written 
cross-examination,  and  such  other 
methods  for  the  testing  and  proper  eval¬ 
uation  of  factual  propositions  as  the  pre¬ 
siding  officers  determines  are  necessary 
for  a  full  and  true  disclosure  of  relevant 
evidentiary  facts. 

(1)  In  a  formal  evidentiary  public 
hearing,  the  issues  may  have  general 
applicability  and  depend  upon  general 
facts  that  do  not  concern  any  particular 
action  of  a  specific  party,  e.g.,  the  safety 
or  effectiveness  of  a  class  of  drug  prod¬ 
ucts,  the  safety  of  a  food  or  color  addi¬ 
tive,  or  a  definition  and  standard  of 
Identity  for  a  food,  or  the  issues  may 


have  specific  a]H>licablllty  to  past  action 
and  depend  upon  pcu^cular  facts  con¬ 
cerning  cmly  that  party,  e.g..  the  iq?pll- 
cabllity  of  a  grandfather  clause  to  a  par¬ 
ticular  brand  of  a  drug  or  the  faflure 
a  ^particular  manufacturer  to  meet  re¬ 
quired  manufactmlng  and  processing 
specifications  or  other  general  standards. 

(1)  Where  the  proceeding  Involves 
general  Issues,  all  direct  testimmiy  shall 
be  submitted  in  writing,  except  upon  a 
showing  that  written  direct  testlmmiy  Is 
insufficient  to  adduce  testimony  for  a  fuU 
and  true  disclosure  of  relevant  eviden¬ 
tiary  facts  and  that  the  participant  will 
be  prejudiced  by  denial  of  a  request  to 
present  oral  direct  testimony.  Where  the 
proceeding  Involves  particular  issues, 
each  party  shall  determine  whether,  and 
the  extent  to  which,  he  wishes  to  present 
his  direct  testimony  orally  or  In  writing. 

(11)  Oral  cross-examinatlcm  oi  wit¬ 
nesses  shall  be  permitted  only  upon  a 
showing  that  the  cross-examination  re¬ 
quested  is  necessary  because  alternative 
means  of  devdoping  relevant  evidentiary 
facts  are  insufficient  to  adduce  testimony 
required  for  a  full  and  true  disclosure  of 
relevant  evidentiary  facts,  and  that  the 
party  requesting  (q^rtunity  for  (X-al 
cross-examination  will  be  prejudiced  by 
denial  of  the  request. 

(2)  All  oral  and  written  testimony  of 
witnesses  shall  be  imder  oath. 

(c)  In  considering  whether  a  request 
for  crossrexaminaticm  of  a  particular 
witness  has  been  Justified,  the  presiding 
officer  shall  take  into  account  the  follow¬ 
ing  factors: 

(1)  The  extent  to  which  a  full  and  true 
disclosxire  with  respect  to  any  disputed 
issue  of  fact  can  be  achieved  through  the 
presentatlcm  of  additional  direct  evi¬ 
dence. 

(2)  The  extent  to  which  there  are  cir¬ 
cumstantial  guarantees  of  the  tnist- 
worthlness  of  the  direct  evidence  sought 
to  be  made  the  subject  of  cross- 
examination. 

(3)  Whether  the  particular  pers(m’s 
testimony  sought  to  be  made  the  subject 
of  cross-examination  Is  required  for  the 
resolution  fit  any  disputed  Issue  of  fact. 

(4)  Whether  a  dispute  concerns  facts 
In  contrast  to  the  Inferences  and  c<xi- 
clusions  to  be  drawn  from  the  facts. 

(5)  Whether  the  direct  evidence 
sought  to  be  made  the  subject  of  cross- 
examination  is  relevant  and  material  to 
the  issues  of  fact  as  to  which  the  hear¬ 
ing  has  been  Justified. 

(6)  Whether  the  direct  evidence  of  the 
witness  sought  to  be  cross-examined  was 
introduced  by  oral  direct  testimony,  and 
granting  the  request  would  expedite  the 
hearing. 

(d)  Except  as  provided  in  i>aragraph 

(e)  of  this  secticm.  In  any  formal  evi¬ 
dentiary  public  hearing  involving  the  is¬ 
suance.  amendment,  or  revocaticm  of  a 
regulation  or  order,  the  originator  of  the 
proposal  or  petition  or  of  any  significant 
modification  thereof  shall  be,  within  the 
meaning  of  5  U.8.C.  556(d).  the  pro¬ 
ponent  of  the  regulation  or  order,  and 
accordingly  shall  have  the  burden  of 
proof.  Any  participant  who  proposes  the 
substitution  of  a  new  provision  for  a  pro¬ 


vision  objected  to  shall  have  the 
burden  oi  proof  In  relation  to  the  new 
provision  so  proposed. 

(e)  At  any  formal  evidentiary  public 
hearing  Involving  the  Issuance,  amend¬ 
ment,  or  revocation  of  a  regulation  or 
order  relating  to  the  safety  or  effective¬ 
ness  of  a  drug,  food  additive,  or  color 
additive,  the  participant  who  Is  c(xi- 
tending  that  the  product  Is  safe  or  ef¬ 
fective  or  both  and  who  Is  requesting 
approval  or  contesting  wlthdrawtd  of  ap¬ 
proval  shall  have  the  burden  of  proof  In 
establishing  safety  or  effectiveness  or 
both  and  thus  the  right  to  i^roval.  The 
biuden  of  proof  remains  on  such  partici¬ 
pant  in  an  amendment  or  revocation 
proceeding. 

§  12.89  Participation  of  nonpartics. 

(a)  A  nonparty  participant  shall  have 
the  right: 

(1)  To  attend  all  conferences  (includ¬ 
ing  the  prehearing  ctMiference) .  oral 
proceeding,  and  arguments  held  In  con¬ 
nection  with  or  as  part  of  a  formal  evi¬ 
dentiary  public  hearing. 

(2)  To  submit  written  testimony  and 
documentary  evidence  for  inclusion  in 
the  record. 

(3)  To  file  written  objections,  briefs, 
and  other  pleadings. 

(4)  To  present  oral  argument. 

(b)  A  nonparty  participant  shall  not 
have  the  right: 

(1)  To  submit  written  interrogatories. 

(2)  To  conduct  cro6s-examlnati(Hi. 

(c)  Any  person  whose  petition  Is  the 
subject  of  the  hearing  shall  have  the 
same  rights  as  a  party. 

(d)  The  presiding  officer  shall  permit 
a  nonparty  participant  additional  rights 
when  he  (xmcludes  that  the  participant’s 
interests  woxild  not  be  adequately  pro¬ 
tected  otherwise  or  that  broader  partici¬ 
pation  is  required  for  a  full  and  true  dis¬ 
closure  of  relevant  evldoitlary  facts,  but 
the  rights  of  a  nonparty  participant  shall 
in  no  event  exceed  the  rights  of  a  party. 

§  12.90  Conduct  at  oral  hearings  or  con¬ 
ferences.  '■ 

All  participants  in  a  formal  evidentiary 
public  hearing  shall  conduct  themselves 
with  dignity  and  observe  Judicial  stand¬ 
ards  of  practice  and  ethics.  They  shall 
not  indulge  in  personal  attacks,  unseemly 
wrangling,  or  intemperate  accusations  or 
characterizations.  A  representative  of 
any  party  shall  use  his  best  efforts  to  re¬ 
strain  his  client  from  improprieties  in 
connectiOT-  with  any  proceeding.  Disre¬ 
spectful.  disorderly,  or  contumacious 
language  or  contemptuous  conduct,  re¬ 
fusal  to  compdy  with  directions,  con¬ 
tinued  use  of  dilatory  tactics,  or  refusal 
to  adhere  to  reasonable  standards  of 
orderly  and  ethical  conduct  during  any 
such  hearing,  shall  constitute  grounds 
for  immediate  exclusion  from  the  m’o- 
ceeding  at  the  direction  of  the  presiding 
officer. 

§  12.91  Time  and  place  of  prdiearing 
conference. 

A  prehearing  conference  shafl  c<«i- 
mence  at  the  date,  time,  and  place  oiif* 
nounced  in  the  notice  of  hearing,  or  in  a 
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later  notice,  published  In  the  Feoesal 
Rbgistbb  pursuant  to  1 12,35(a)  (8),  or 
as  specified  by  the  presiding  officer  In  a 
notice  published  In  the  Federal  RECisTn 
modifying  a  prior  notice.  At  that  con¬ 
ference  Ihe  presiding  office  shall  estab¬ 
lish  the  methods  and  procedures  to  be 
used  in  devtioping  the  evldaice,  deter¬ 
mine  reasonable  time  periods  for  the 
conduct  of  the  hearing,  and  designate 
the  times  and  places  for  the  productim 
of  witnesses  for  direct  and  cross-ex- 
aminatiim  If  leave  to  c(xiduct  oral  ex¬ 
amination  is  granted  cm  any  issue,  inso¬ 
far  as  is  practicable  at  that  time. 

§  12.92  Prehearing  conference  proce¬ 
dure. 

(a)  All  participants  in  a  formal  evi¬ 
dentiary  hearing  slmll  aiH>e&r  at  the 
prehearing  c(mference  fully  luepared  to 
discuss  in  detail  and  resolve  all  mat¬ 
ters  specified  in  paragrai^  (b)  of  this 
section  as  may  be  issued  by  the  Ccnn- 
mlssioner  or  the  presiding  officer. 

(1)  All  participants  shall  cooperate 
fully  at  all  stages  <A  the  iM'oceeding  to 
achieve  the  objective  of  a  fair  and  ex¬ 
peditious  hearing,  through  advance  pre¬ 
paration  for  the  prehearing  conference, 
including  communicatiMis  between  the 
participants,  requests  fcM*  Infcnination 
at  the  earliest  possible  time,  and  the 
cranmencemoit  of  preparation  of  testi¬ 
mony.  The  failure  of  any  participant  to 
appear  at  the  pr^earing  ctmference  or 
to  raise  any  matters  that  could  reasmi- 
ably  be  anticipated  and  resolved  at  the 
prenearing  conference  shall  not  be  per¬ 
mitted  to  delay  the  progress  at  the  hear¬ 
ing  and  shall  consitute  a  waiver  of  the 
lights  at  the  participant  with  regard 
thereto,  including  all  objecticms  to  the 
agreonents  reached,  actions  taken,  or 
rulings  Issued  by  the  presiding  office 
with  regard  thereto,  and  may  be  grounds 
for  striking  his  participation  pursuant  to 
{  12.45. 

(2)  Each  participant  shall  bring  to  the 
prehearing  conference  (to  the  first  ses- 
si<m  or,  if  that  is  Impracticable,  to  a  sub¬ 
sequent  session  sch^uled  by  the  presid¬ 
ing  officer)  the  fcdlowing  specific  Infor- 
matimi,  which  shall  be  filed  with  the 
Hearing  Clerk  pursuant  to  i  12.82. 

(1)  Any  additional  data  or  informa¬ 
tion  to  supplement  the  submission  filed 
pursuant  to  { 12.85,  which  may  be  filed 
if  approved  pursuant  to  1 12.85(c). 

(ii)  A  list  of  all  witnesses  whose  testi¬ 
mony  vtU  be  offered,  orally  or  in  writing, 
at  the  hearing,  together  with  a  full  cur¬ 
riculum  vitae  for  each  such  witness.  Ad¬ 
ditional  witnesses  may  later  be  identi¬ 
fied,  with  the  approval  of  the  presiding 
officer,  uix>n  a  showing  that  the  witness 
was  not  reasonably  available  at  the  time 
of  the  prehearing  conference  or  that  the 
relevance  of  his  views  could  not  reason¬ 
ably  have  been  foreseen  at  that  time. 

(Ill)  An  prior  written  statements, 
which  shaU  include  articles  and  any 
written  statement  signed  or  adopted,  or 
a  recording  or  transcription  of  an  oral 
statement  made,  by  the  persons  who 
have  been  identified  as  witnesses  if  aU 
of  the  foUowing  conditions  apply: 


(a)  Ihe  statement  Is  avaQaUe  with¬ 
out  making  request  of  the  witness  or  any 
other  person. 

(b)  Ihe  statement  rdates  to  the  sub¬ 
ject  matter  of  the  witness’s  testimony. 

(e)  The  statement  either  was  maAn 
before  the  time  the  person  agreed  to 
come  a  witness  or  has  been  made  ptffillcly 
available  by  the  person. 

(b)  The  presiding  officer  shall  conduct 
a  prehearing  conference  for  the  f(^w- 
ing  purposes; 

(1)  To  determine  the  areas  of  factual 
disagreement  which  are  to  be  considered 
at  the  formal  evidentiary  hearing.  The 
presiding  officer  may: 

(D  Require  each  participant  to  pre¬ 
pare  and  file  written  statements  of  posi¬ 
tion  on  the  areas  of  disagreement  de¬ 
scribed  hi  the  notice  of  bearing. 

(11)  Require  each  participant  to  sum¬ 
marize  the  testimony  which  he  proposes 
to  present  in  suppOTt  of  his  posltton,  and 
to  describe  and  justify  any  addltkmal 
documentary  evidence  not  Included  with 
the  submission  pursuant  to  i  12.93  and 
expected  to  be  introduced. 

(lii)  Ckinslder  oral  or  written  argu¬ 
ment  with  respect  to  the  areas  dis¬ 
agreement  described  In  the  notice  of 
hearing  or  with  respect  to  objections 
thereto. 

(iv)  Hold  conferences  off  the  record  in 
an  effort  to  reach  agreement  as'  to  fac¬ 
tual  questions  on  which  disagreement 
exists,  except  that  all  statements  as  to 
areas  of  disagreement  shall  be  reduced 
to  writing  or  be  the  subject  of  a  verbatim 
transcript  approved  by  the  participants. 

(2)  To  idmtify  the  most  appropriate 
techniques  for  the  development  of  the 
evidence  on  issues  in  controversy  in  addi- 
tl(m  to  the  submissions  pursuant  to 
§  12.85,  and  the  manner  and  sequence 
in  which  they  will  be  used,  including, 
^ere  oral  examination  Is  to  be  con¬ 
ducted,  the  sequence  in  which  witnesses 
will  be  produced  for,  and  the  time  and 
place  of,  the  oral  examination.  The 
methods  and  procedures  which  the  pre¬ 
siding  officer  may  consider  for  use  In  de¬ 
veloping  the  evidence  include  but  are  not 
limited  to: 

(i)  Submission  of  narrative  state¬ 
ments  of  position  on  each  factual  Issue 
in  controversy. 

(il)  Submission  of  evidence  or  Identi¬ 
fication  of  previously  submitted  evidence 
in  support  of  such  statements,  such  as 
affidavits,  verified  statements  of  fact, 
data,  studies,  reports,  and  any  other  type 
of  written  material. 

(iii)  Identification  of  all  witnesses  and 
submission  of  testimony  of  such  wit¬ 
nesses. 

(iv)  Exchange  of  written  interroga¬ 
tories  directed  to  particular  witnesses  for 
the  purpose  of  devdoping  the  evidence 
on  particular  disputed  facts. 

(V)  Written  requests  to  any  party  for 
the  production  ot  additional  documenta¬ 
tion.  data,  or  other  Informatimi  relevant 
and  material  to  the  facts  in  Issue. 

(vl)  Submission  of  Written  questions 
to  be  orally  propounded  by  the  presiding 
officer  to  a  specific  witness. 

(vll)  Isolation  of  disputed  facts  as  to 
which  oral  examination  and/or  cross¬ 


examination  Is  apiux>prlate  pursuant  to 
S  12.87(b). 

(3)  To  group  participants  with  sub¬ 
stantially  like  Interests  tor  purposes  of 
eliminating  duplicative  or  repetitive  de¬ 
velopment  at  the  evidence,  making  ftw/j 
arguing  motions  and  objections,  includ¬ 
ing  moticms  for  summary  decision,  filing 
briefs,  and  presenting  oral  argument. 

(4)  To  h^  and  determine  objections 
to  the  admission  into  evidence  of  data 
and  Information  submitted  pursuant  to 
S  12.85. 

(5)  To  investigate  the  iMssibility  of 
obtaining  stipulations  and  admissions  of 
facts. 

(6)  To  conuslder  such  other  matters 
and  take  such  other  action  as  may  aid 
in  the  expeditious  disposition  of  the  pro¬ 
ceeding. 

(c)  The  presiding  officer  shall  prepare 
a  written  prehearing  mrder  reciting  the 
actions  taken  at  the  prehearing  confer¬ 
ence  and  setting  forth  the  schedule  tor 
the  hearing.  Such  order  shall  include  a 
written  statement  of  the  areas  of  factual 
agreement  and  disagreement  and  of  the 
methods  and  procedures  to  be  used  in 
devek^ilng  the  evidence  and  the  respec¬ 
tive  duties  of  the  parties  In  connection 
therewith.  Such  order  shall  contnd  the 
subsequent  course  of  the  hearing  unless 
mcxllfied  by  the  presiding  officer  few  good 
cause  shown. 

§  12.93  Summary  derisions. 

(a)  Any  participant  In  a  formal  evi¬ 
dentiary  public  hearing  may,  after  com¬ 
mencement  of  the  hearing,  submit  to  the 
Hearing  Clerk  pursuant  to  S  12.80  a  mo¬ 
tion  with  or  wi^out  supporting  affidavits 
for  a  summary  decision  in  his  favor  with 
respect  to  any  issue  under  ccmslderation. 
Any  other  participant  may,  within  10 
days  after  service  of  the  motion,  which 
time  may  be  extended  for  an  additional 
10  days  by  the  presiding  officer  for  good 
cause  shown,  serve  (H>P06ing  affidavits  or 
countermove  for  summary  decision.  Hie 
presiding  officer  may,  in  his  discretion, 
set  the  matter  for  argument  and  call  for 
the  submission  of  briefs. 

(b)  Hie  presiding  officer  shall  grant 
such  motimi  it  the  objections,  requests 
for  hearing,  other  pleadings,  affidavits, 
and  any  material  filed  in  conneetkm  with 
the  hearing,  or  matters  officially  noticed, 
show  that  there  is  no  genuine  issue  as  to 
any  material  fact  and  that  a  participant 
is  entitled  to  summary  decision. 

(c)  Affidavits  shall  ^t  forth  such  facts 
as  would  be  admissible  in  evidence  and 
shall  show  affirmatively  that  the  affiant 
is  competent  to  testify  to  the-^matters 
stated  therein.  When  a  motion  for  sum¬ 
mary  decision  is  made  and  supported  as 
proi^ed  in  this  section,  a  participant  op¬ 
posing  the  motion  may  not  rest  upon 
mere  allegations  or  denials  or  general 
descriptions  of  positions  and  contentions. 
His  response,  by  affidavits  or  as  otherwise 
provided  in  this  section,  must  set  forth 
specific  facts  showing  that  there  is  a  gen¬ 
uine  Issue’of  fact  for  the  hearing. 

(d)  Should  It  appear  from  the  affi¬ 
davits  of  a  participant  (H>P06ing  the  mo¬ 
tion  that  he  cannot,  for  sound  reasons 
stated,  present  by  affidavit  facts  essential 
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to  justify  his  opposition,  the  presiding 
officer  may  deny  the  motion  for  sum¬ 
mary  decision  or  may  order  a  continu¬ 
ance  to  permit  affidavits  or  additional 
evidence  to  be  obtained  or  may  make 
such  order  as  is  Just. 

(e)  If  on  motion  under  this  section  a 
summary  decision  is  not  rendered  upon 
the  whole  case  or  for  all  the  relief  asked, 
and  development  of  evidentiary  facts  is 
found  necessary,  the  presiding  officer 
shall  make  an  orddr  specifying  the  facts 
that  appear  without  substantial  contro¬ 
versy  and  directing  further  evidentiary 
proceedings.  The  facts  so  specified  shall 
be  deemed  established. 

(f )  Any  participant  may  obtain  inter¬ 
locutory  review  by  the  Commissioner  of 
a  summary  decision  of  the  presiding 
officer. 

§  12.94  Receipt  of  evidcnee. 

(a)  A  formal  evidentiary  public  hear¬ 
ing  consists  of  the  devdopment  of  evi¬ 
dence  and  the  resolution  of  factual  issues 
in  the  manner  set  forth  in  the  proce¬ 
dures  established  in  this  subpart  and  in 
the  order  issued  by  the  presiding  officer 
after  the  prehearing  conference. 

(b)  All  orders  issued  by  the  presiding 
officer,  transcripts  of  oral  hearings  or 
arguments,  written  statements  of  posi¬ 
tion.  written  direct  testimony,  written 
Interrogatories  and  the  responses  there¬ 
to.  and  any  other  data,  studies,  reports, 
dcwumentatlon.  Information,  and  other 
written  material  of  any  kind  submitted 
in  the  proceeding  shall  be  a  part  of  the 
administrative  record  of  the  hearing,  and 
Shan  be  placed  on  public  dl^lay  in  the 
office  of  the  Hearing  Clerk  pnunptly  upon 
receipt  in  that  office,  except  as  provided 
in  §  12.105. 

(c)  A  written  submission  to  the  record 
shaU  be  admissible  as  evidence  imless  a 
participant  objects  and  the  presiding  offi¬ 
cer  excludes  it  as  inadmissible. 

(I)  The  presiding  <^cer  shaU  exclude 
written  evidence  as  inadmissible  only  on 
the  f (blowing  grounds: 

(1)  The  evidence  is  a  document  that 
is  not  authentic,  or 

(II)  Exclusion  of  part  or  all  of  the 
written  evidence  of  a  participant  is  nec¬ 
essary  or  aiH>ropriate  to  enforce  the  re¬ 
quirements  of  this  subpart. 

(2)  The  presiding,  officer  shall  not  ex¬ 
clude  any  written  evidence  as  inadmis¬ 
sible  oa  the  ground  that  it  is  irrelevant, 
immaterial,  or  repetitive.  All  such  written 
evidence  shall  be  admitted  even  if  it  is  of 
no  probative  value.  Irrelevant  or  imma¬ 
terial  written  evidence  shall  be  regarded 
as  such  and  shall  not  be  given  weight 
or  probative  value  because  of  its  ad¬ 
mission. 

(3)  Any  written  evidence  excluded  by 
the  presiding  officer  as  inadmissible  shaU 
remain  a  part  of  the  administrative  rec¬ 
ord,  as  an  offer  of  proof,  for  purposes  of 
Judicial  review. 

(d)  Oral  testimony,  whether  on  direct 
or  on  cro6s-examlnati(xi.  shall  be  admis¬ 
sible  as  evidence  unless  a  participant 
objects  and  the  presiding  officer  excludes 
it  as  inadmissible. 


(J)  The  presiding  officer  shaU  exclude 
oral  evidence  as  Inadmissible  only  on  the 
following  grounds: 

(1)  The  oral  evidence  is  irrelevant,  im¬ 
material.  or  repetitive,  or 

(ii)  Exclusion  of  part  or  aU  of  the  oral 
evidence  of  a  participant  is  necessary 
or  appropriate  to  enforce  the  require¬ 
ments  of  this  part. 

(2)  Whenever  oral  evidence  is  ex¬ 
cluded  by  the  presiding  officer  as  inad¬ 
missible,  the  participant  may  take  writ¬ 
ten  exception  to  such  ruling  in  his  brief 
to  the  Commissioner,  without  formaUy 
taking  oral  exception  at  the  hearing. 
Upon  review,  the  Commissioner  may  re¬ 
open  the  hearing  to  permit  such  evidence 
to  be  admitted  if  he  determines  that  its 
exclusion  was  erroneous  and  prejudicial. 

(e>  AU  participants  shaU  be  respon¬ 
sible  for  apprising  themselves  of  the 
contents  of  the  administrative  record  in 
timely  fashion  for  purposes  of  formulat¬ 
ing  objections  to  the  admissibUity  of  any 
item  into  evidence  and  evaluating  the 
need  for  the  submission  of  additional 
evidence. 

(f)  The  presiding  officer  shaU,  on  his 
own  initiative  as  the  circmnstances  war¬ 
rant,  or  upon  the  motion  of  any  partici¬ 
pant  for  good  cause  shown,  schedule 
conferences  to  monitor  the  progress  of 
the  hearing,  narrow  and  simplify  the  is¬ 
sues.  and  consider  and  rule  on  motions, 
requests,  and  other  matters  concerning 
the  development  of  the  evidence. 

(g)  The  presiding  officer  shaU  conduct 
such  proceedings  as  are  necessary  for  the 
taking  of  oral  testimony,  for  the  oral 
examination  of  witnesses  by  the  presid¬ 
ing  officer  on  the  basis  of  written  ques¬ 
tions  previously  submitted  to  him  by  the 
parties,  and  for  the  conduct  of  cross- 
examination  of  witnesses  by  the  parties. 
The  presiding  officer  shaU  screen  written 
questions  submitted  to  him  to  be  asked 
oraUy  of  witnesses  in  order  to  exclude 
irrelevant  or  repetitious  questions.  The 
presiding  officer  shaU  limit  oral  cross- 
examination  to  prevent  Irrelevant  or 
repetitious  examination. 

(h)  The  presiding  officer  shaU  order 
that  the  proceedings  be  closed  for  the 
taking  of  oral  testimony  relating  to  mat¬ 
ters  specified  in  S  10J30(J)  (3)  of  this 
chapter.  Participation  in  such  closed 
proceedings  shaU  be  limited  to  the  wit¬ 
ness.  his  counsel,  and  Federal  Ck>vem- 
ment  Executive  Branch  employees  and 
special  government  employees.  Such 
closed  proceedings  shaU  be  permitted 
only  for  such  oral  testimony  as  directly 
relates  to  matters  specified  in  S  10.20 
(J)  (3)  of  this  chapter  and  shaU  not  in¬ 
clude  other  matters. 

(i)  Any  party  may  at  any  time  move 
for  an  order  that  the  taking  of  evidence 
be  concluded.  Such  motion  shaU  be 
granted  unless  within  10  days  of  service 
thereof  a  participant  files  an  opposition 
to  such  motion,  supported  by  an  affidavit 
stating  that  he  wishes  to  submit,  or  by 
specified  means  adduce,  additional  evi¬ 
dence  OR  facts  relevant  to  the  Issues  at 
the  hearing,  describing  the  qgiture  of 
such  evidence,  and  estimating  the  time 


necessary  to  submit  or  adduce  it.  In  the 
event  that  such  an  opposition  is  filed,  the- 
presiding  officer  may  (1)  grant  the  mo¬ 
tion  if  it  appears  that  the  evidence  de¬ 
scribed  in  the  affidavit  filed  in  support  of 
the  opposition  does  not  relate  to  rele¬ 
vant  facts  or  is  dupUcative  or  cumulative 
of  evidence  already  on  record  at  the 
hearing.  (2)  deny  the  motion.  (3) 
grant  the  motion  but  postpone  its  effect 
to  a  specified  date  in  order  that  the  par¬ 
ticipant  opposing  it  may  submit  or  ad¬ 
duce  the  evidence  described  in  the  affi¬ 
davit.  or  (4)  take  such  other  action  as  is 
appropriate  under  the  circumstances. 
Upon  the  denial  of  a  motion  made  under 
this  paragraph,  or  the  granting  of  a  mo¬ 
tion  with  a  postponed  effective  date,  no 
participant  may  submit  additional  evi¬ 
dence  unless  he  has  filed  an  opposition 
to  the  motion,  and  any  participant  who 
has  filed  sin  opp>osition  shsdl  confine  the 
submission  of  additionsd  evidence  to  the 
matters  set  forth  in  the  affidavit  in 
support  of  the  opposition. 

§  12.95  Officuil  notice. 

(a)  Official  notice  may  be  taken  of 
such  matters  as  might  be  JudicisiUy  no¬ 
ticed  by  the  courts  of  the  United  States 
or  of  suiy  other  matter  peculiarly  within 
the  genersil  knowledge  of  the  FVxxl  and 
Drug  Administration  as  sin  expert 
agency. 

(b)  Where  official  notice  is  taken  of  a 
materisd  fsu;t  not  appearing  in  the  evi¬ 
dence  of  record,  any  psulicipant,  on 
timely  request,  shsdl  be  afforded  an  op¬ 
portunity  to  show  the  contrary. 

§  12.96  Briefs  and  argument. 

(a)  As  soon  sis  possible  sdter  the  com¬ 
pletion  of  the  tsiking  of  evidence,  the 
presiding  officer  shsdl  annoimce  a  sched¬ 
ule  for  the  filing  of  briefs.  Briefs  shall 
Include  a  statement  of  position  on  each 
issue  SIS  supported  by  the  evidence  of 
record,  with  specific  sind  complete  cita¬ 
tions  to  the  evidence,  together  with  cita¬ 
tions  of  points  of  law  relied  upon.  Briefs 
shsdl  contain  proposed  findings  of  fsu;t 
and  conclusions  of  law. 

(b)  The  presiding  officer  may  permit 
the  presentation  of  orsd  su'gument  at  his 
discretion  and  in  such  msuiner  sis  he  be¬ 
lieves  is  both  practical  tmd  fair. 

(c)  Briefs  and  orsd  argument  shall 
attempt  to  refrain  from  disclosing  spe¬ 
cific  details  of  written  and  orsd  testimony 
and  documents  relating  to  matters  spec¬ 
ified  in  §  10.20(J)  (3)  of  this  chapter,  but 
any  reference  essential  to  resolution  of 
the  issues  involved  shsdl  be  permitted. 

§  12.97  Interloriilory  appeal  from  rul¬ 
ing  of  presiding  officer. 

(a)  Except  as  provided  in  paragraph 
(b)  of  this  section  suid  in  $§  12.35(b>, 
12.45(g).  12.75(a).  12.93(f).  and  12.99(c), 
where  an  interlocutory  appeal  is  specifi¬ 
cally  authorized  by  this  subpart,  rulings 
of  the  presiding  officer  may  not  be  ap¬ 
pealed  to  the  Commissioner  prior  to  his 
consideration  of  the  entire  sidministra- 
tive  record  of  the  hearing. 

(b)  Any  ruling  of  the  presiding  officer 
shall  be  the  subject  of  an  interlocutory 
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appeal  to  the  Commissioner  where  the 
presiding  officer  certifies  on  the  record  or 
In  writing  that  such  an  Interlocutory 
peal  is  necessary  to  prevent  exceptional 
delay,  expense,  or  prejudice  to  any  par¬ 
ticipant,  or  substantial  harm  to  the  pub¬ 
lic  interest. 

(c)  Where  an  interlocutory  appeal  is 
made  to  the  Commissioner,  any  partici¬ 
pant  may  file  a  brief  with  the  Conunis- 
sioner  within  such  period  as  the  Com¬ 
missioner  directs.  Oral  argiiment  will  be 
heard  only  at  the  discretion  of  the  Com¬ 
missioner. 

§  1 2.98  Offirial  tran.srript, 

(a)  Any  oral  testimony  given  at  a  for¬ 
mal  evidentiary  public  hearing  shall  be 
reported  verbatim.  The  presiding  officer 
will  make  provision  for  a  stenographic 
record  of  the  testimony  and  for  such 
copies  of  the  transcript  thereof  as  he  re¬ 
quires  for  his  own  purpose. 

(b)  One  copy  of  such  transcript  shall 
be  placed  on  public  display  in  the  office 
of  the  Hearing  Clerk  upon  receipt,  where 
it  may  be  reviewed  by  any  interested 
person. 

(c)  Any  person  desiring  a  copy  of  the 
transcript  of  the  testimony  taken  at  the 
hearing  or  of  any  part  thereof  shall  be 
entitled  to  the  same,  except  as  provided 
in  §  12.105,  upon  application  to  the  offi¬ 
cial  reporter  and  payment  of  the  costs 
thereof  or  pursuant  to  the  provisions  of 
Part  20  of  this  chapter. 

§  12.99  Motions. 

(a)  Any  participant  may  make  a 
motion,  including  any  request,  to  the 
presiding  officer  with  respect  to  any  mat¬ 
ter  relating  to  the  proceeding.  All  mo¬ 
tions  shall  be  filed  pursuant  to  S  12.80, 
except  those  made  in  the  course  of  an 
oral  hearing  before  the  presiding  officer. 

(b)  Within  10  days  after  service  of  any 
such  motion,  which  may  be  shortened  to 
3  da>’s  or  extended  for  an  additional  10 
days  by  the  presiding  officer  for  good 
cause  shown,  any  participant  in  the 
proceeding  may  file  a  response  to  the 
motion. 

(c)  The  presiding  officer  shall  rule 
upon  such  motion  and  may  certify  such 
motion,  together  with  his  ruling,  to  the 
Commissioner  for  interlocutory  review. 

Subpart  F — ^Administrative  Record 

§  12.100  Administrative  rec»rd  of  a  for¬ 
mal  evidentiary  public  hearing. 

(а)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  following: 

(1)  The  order  or  regulation  which 
gave  rise  to  the  hearing. 

(2)  All  objections  and  requests  t(x 
hearing  filed  by  the  Hearing  Clerk  pur¬ 
suant  to  §S  12.5  through  12.22. 

(3)  The  notice  of  hearing  pulfiished 
pursuant  to  §  12.35. 

(4)  All  notices  of  participation  filed 
pursuant  to  1 12.45. 

(5)  All  Federal  I^gister  notices  po*- 
tlnent  to  the  proceeding. 

(б)  All  submissions  filed  pursuant  to 
§  12.82,  e.g.,  the  submissions  required  by 
S  12.85,  all  other  documentary  evidence 
and  written  testimony,  pleadings,  state¬ 


ments  of  position,  briefs,  and  other  simi¬ 
lar  dociunents. 

(7)  The  transcript,  written  order,  and 
all  other  documents  r^tti^  to  the  pre- 
hearing  conference,  prepared  pursuant 
to  §  12.92. 

(8)  All  documents  relating  to  any  mo¬ 
tion  for  summary  declslcm  pursuant  to 
§  12.93. 

(9)  All  documents  of  which  official 
notice  is  taken  pursuant  to  S  12.95. 

(10)  All  pleadings  filed  pursuant  to 
§  12.96. 

(11)  All  documents  relating  to  any'ln- 
terlocutory  appeal  pursuant  to  S  12.97. 

(12)  All  transcripts  prepared  pursuant 
to  M2.98. 

(13)  Any  other  documents  relating  to 
the  hearing  and  filed  with  the  Hearing 
CHerk  by  the  presiding  officer  or  any  par¬ 
ticipant. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed: 

(1)  With  respect  to  the  taking  of  evi¬ 
dence,  at  the  time  specified  in  §  12.94(g) . 

(2)  With  respect  to  pleadings,  at  the 
time  specified  in  §  12.96(a)  for  the  filing 
of  briefs. 

(c)  The  presiding  officer  may,  in  his 
discretion,  reopen  the  record  to  receive 
further  evidence  at  any  time  prior  to  the 
filing  of  a  recommended  or  initial  deci¬ 
sion. 

§  12.103  Examination  of  adminittlralive 
rorord. 

The  availability  for  public  examina¬ 
tion  and  copying  of  each  document  which 
is  a  part  of  the  administrative  record  of 
the  hearing  shall  be  governed  by  the  pro¬ 
visions  of  S  10.20(J)  of  this  chapter.  Each 
document  which  is  available  for  public 
examination  or  copying  shall  be  placed 
on  public  display  in  the  office  of  the 
Hearing  CTlerk  promptly  upon  receipt  in 
that  office. 

§12.110  Corret-lion  of  adminUlrative 
ret-ord. 

After  the  close  of  the  taking  of  evi¬ 
dence,  the  presiding  officer  shall  afford 
witnesses,  participants,  and  their  coun¬ 
sel  time,  not  longer  than  30  days  except 
in  imusual  cases,  in  which  to  submit 
written  proposed  corrections  of  the  tran¬ 
script  of  any  oral  testlmcmy  taken  at  the 
hearing,  pointing  out  errors  that  may 
have  be^  made  In  transcribing  the  testi¬ 
mony.  The  presiding  officer  shall 
prmnptly  thereafter  order  such  ccMrec- 
tlons  made  as  in  his  Judgment  are  re¬ 
quired  to  make  the  transcript  conform 
to  the  testimony. 

§  12.115  Record  for  admiiiiMlrativr  de¬ 
rision. 

The  admlnlstative  record  of  the  hear¬ 
ing  specified  in  S  12.100  shall  constitute 
the  exclusive  record  for  decision. 

Subpart  G — Initial  aiMl  Final  Decisions 
§  12.120  Initial  decision. 

(a)  Within  90  dairs  after  the  filing  of 
briefs  and  any  oral  argument  pursuant 
to  1 12.96,  the  presiding  <^er  shall  pre¬ 
pare  and  file  an  Initial  deciskm  based 
solely  upon  the  administrative  record  of 


the  hearing.  The  time  for  filing  an  initial 
decision  may  be  extended  by  the  Com¬ 
missioner  upon  request  of  the  presiding 
officer  stating  reasons  therefor. 

(b)  The  initial  decision  shall  contain: 

(1)  Findings  of  fact  based  upon  rele¬ 
vant,  material,  and  reliable  evidence  of 
record. 

(2)  Conclusions  of  law. 

(3)  A  full  articulation  of  the  reasons 
for  the  findings  and  conclusions,  includ¬ 
ing  a  discussion  of  the  significant  factual 
and  legal  contentions  made  by  any  par¬ 
ticipant. 

(4)  Full  citations  to  the  administrative 
record  supporting  the  findings  and 
conclusions. 

(5)  An  appropriate  regulation  or  order 
supported  by  substantial  evidence  of  rec¬ 
ord  and  based  upon  the  findings  of  fact 
and  conclusions  of  law. 

(6)  An  effective  date  for  the  regulation 
or  order. 

(c)  The  initial  decision  shall  attempt 
to  refrain  from  disclosing  specific  details 
of  written  and  oral  testimony  and  docu¬ 
ments  relating  to  matters  specified  in 
5  10.20(j)(S)  of  this  chapter,  but  any 
references  essential  to  resolution  of  the 
issues  involved  shall  be  permitted. 

(d)  The  Initial  decision  shall  be  filed 
with  the  Hearing  Cfierk  and  served  upon 
all  participants. 

(e)  The  initial  decision  shall  become 
the  final  decision  of  the  CcMnmlssloner 
by  operation  of  law  unless  a  participant 
in  the  proceeding  files  timely  exceptions 
with  the  Hearing  Clerk  pursuant  to 
§  12.125(a)  or  the  Commissioner,  on  his 
own  initiative,  files  with  the  Hearing 
(?lerk  a  notice  of  review  pursuant  to 
§  12.125(f). 

(f)  Notice  that  an  initial  decision  has 
become  the  decision  of  the  Commis¬ 
sioner  without  appeal  to  or  review  by 
the  Commissioner  shall  be  published  in 
the  Federal  Register,  or  the  Commis¬ 
sioner  may  publish  the  entire  decision  if 
he  determines  that  it  is  of  widespread 
^public  interest. 

§  12.125  .Appeal  from  or  review  of  in¬ 
itial  dcriMon. 

(a)  Any  participant  in  a  proceeding 
may  app^  an  Initial  decision  to  the 
Commissioner  by  filing  exceptions  to  the 
initial  declsitm  with  the  Hearing  Cfierk, 
and  serving  such  exceptions  on  the  other 
participants.  Exceptions  will  be  filed  and 
served  within  the  period  specified  In  the 
initial  decision.  Such  period  shall  not 
exceed  30  days,  unless  extended  by  the 
Commissioner  pursuant  to  paragraph 

(d)  of  this  section. 

(b)  Eixeeptions  to  the  initial  decision 
shall  contain  specific  statements  (ff  al¬ 
leged  error  in  the  findings  of  fact  or 
conclusions  of  law  in  the  initial  decision, 
with  specific  reference  to  those  parts  ot 
the  record  upon  which  the  exceptions  are 
based.  If  oral  argument  before  the  Com¬ 
missioner  is  desired.  It  shall  be  ^lecifi- 
cally  requested  in  the  exceptiems. 

(c)  Any  participant  may  file  with  the 
Hearing  Clerk,  and  serve  on  the  other 
participants,  a  reply  to  the  exc^itlons 
of  a  participant.  A  reply  shall  be  filed 
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and  served  within  the  period  specified  in 
the  initial  decision.  Such  period  shall  not 
exceed  SO  da^  after  the  period  (includ¬ 
ing  any  extensions)  for  filing  exeeptkxia, 
nni«wa  extended  by  the  Commissioner 
pursuant  to  paragnuih  (d)  of  this  sec¬ 
tion. 

(d)  The  Commissioner  may  extend  the 
time  for  filing  exceptions  or  replies  to  ex¬ 
ceptions  for  good  causa  shown. 

(e)  After  the  filing  of  exceptions  and 
repUsB,  the  CommlsslMier  shall  deter¬ 
mine  whether  he  wishes  to  hear  oral  ar¬ 
gument  on  the  matter.  If  the  Commis¬ 
sioner  ctmcludes  that  he  should  hear  oral 
argument  on  the  matter,  the  participants 
shall  be  informed  of  the  data  time,  and 
place  for  such  oral  argument,  the 
amount  of  time  that  will  be  allotted  to 
each  participant  for  such  oral  argument, 
and  the  Issues  to  be  addressed. 

(f)  Prior  to  10  days  following  the  ex¬ 
piration  of  the  time  for  filing  exoeptl<ms 
(Inchidlng  any  extensions) ,  the  Oocnmls- 
sloner  may  file  with  the  Hearing  dark, 
and  serve  on  the  participants,  a  notice 
stating  that  he  wlU  review  the  Initial  de¬ 
cision  on  his  own  initiative.  The  Commis¬ 
sioner  may  invite  the  participants  to  file 
briefs  or  present  oral  argument  on  the 
matter.  The  time  for  filing  briefs  or  |»«- 
senttng  oral  argument  shall  be  specified 
In  the  notice  of  review  or  In  a  later  notice. 

8  12.130  DecMon  liy  CmnmisBioner  on 
appeal  or  reTiew  of  initial  decision. 

(a)  On  appeal  from  or  review  of  the 
inltiaT  dedsUm,  the  Commissioner  shall 
have  an  the  powers  he  would  have  in 
making  the  initial  decision.  The  Commis¬ 
sioner  may.  on  his  own  initiative  or  on 
the  motion  of  any  participant,  remand 
the  proceeding  to  the  presiding  officer 
with  specific  directions,  e.g..  to  receive 
further  evidence  rdatlng  to  a  particular 
issue,  where  he  concludes  that  such  ac¬ 
tion  is  necessary  for  a  lunper  deciskm  in 
the  matter. 

(b)  The  scope  of  the  Issues  on  appeal 
Shan  be  the  same  as  Uie  sceve  of  the 
Issues  at  the  pubUc  hearli^^  unless  the 
Commissioner  ^Tecifies  otherwise. 

(c)  As  soon  as  practicable  after  the 
filing  of  briefs  and  any  oral  argument, 
the  CcHumlssloner  shaU  issue  in  the  Fbd- 
XKAL  Register  his  final  decision  in  the 
proceeding  based  solely  upon  the  admin¬ 
istrative  record  of  the  hearing.  8uch 
final  decision  shaU  meet  the  require¬ 
ments  established  in  S  12.120  (b)  and  (c) . 

(d)  TTie  Commissioner  may  adopt  the 
initial  decision  as  the  final  decision,  in 
whole  or  in  part,  if  he  concludes,  after 
reviewing  the  administrative  record,  that 
it  meets  all  the  requirements  specified 
in  S  12.120  (b)  and  (c)  and  represents  a 
sound,  reasmiable,  and  fair  decision 
based  upon  all  relevant  factual,  legal, 
and  policy  considerations. 

(e)  Notice  of  the  Commissioner’s  deci¬ 
sion  Shan  be  published  in  the  Federal 
Register,  or  the  (Commissioner  may  pub¬ 
lish  the  entire  decision  if  he  determines 
that  it  is  of  widespread  public  interest. 

8  12.139  Reconsideration  and  stay  of 
actiiHu 

Following  notice  or  publication  of  the 
final  decision,  any  particlpcmt  may  peti¬ 


tion  the  Commissioner  for  reconsidera¬ 
tion  of  any  part  or  all  of  such  derision 
pursuant  to  f  10.33  of  this  chapter  or  may 
petition  for  a  stay  of  such  derision  pur¬ 
suant  to  i  10J5  of  this  chapter. 

Subpait  H — Judicial  Review 
8  12.140  Review  by  the  eowrts. 

(a)  Hie  Commissioner’s  final  derision 
constitutes  final  agency  action  from 
which  any  particliMuit  may  petlti<m  for 
Judicial  review  pursuant  to  the  statutory 
provisions  governing  the  matter  Involved. 
Before  requesting  an  order  from  a  court 
for  a  stay  of  action  i)endlng  review,  any 
participant  seeking  court  review  shall 
first  submit  a  petition  for  a  stay  of  ac¬ 
tion  pursuant  to  1 10.35  oi  this  chapter. 

(b)  The  Food  and  Drug  Administra¬ 
tion  will  request  consolidation  in  a  single 
court  of  all  petitions  tor  Judicial  review 
related  to  a  particular  matter  pursuant 
to  28  U£.C.  2112(a). 

8  12.159  Copies  of  petiUons  for  jndieial 
review. 

Hie  Chief  Counsel  for  the  Food  and 
Drug  Administration  has  been  desig¬ 
nated  by  the  Secretary  as  the  officer  upon 
whom  copies  of  petitions  for  Judicial  re¬ 
view  shall  be  served.  Such  officer  shall  be 
responsible  for  filing  in  the  court  the 
record  of  the  proceedings  on  which  the 
fln^l  decision  is  based.  The  record  of  the 
proceeding  shall  be  certified  by  the 
Commissioner. 

PART  13-4>UBLIC  HEARING  BEFORE  A 
PUBLIC  BOARD  OF  INQUIRY 
ViSipRtt  A  QwwkI  yrovWowa 

Sec. 

1S.1  Scope. 

1S.6  Notice  of  a  public  hearing  before  a 
PubUc  Boerd  at  Inquiry. 

18.10  Members  of  •  PubUc  Board  of  Inquiry. 
13.16  Separatloa  of  funcUona;  es  perte 
administrative 

support.  • 

Subpart  B — nd»llc  Boerd  of  Inquiry  Heering 
Procedures 

1320  Submissions  to  a  PubUc  Board  of 
Inquiry. 

1325  DIeclosure  of  data  and  Information  by 
the  participants. 

1320  Proceedings  of  a  PubUc  Board  of 
Inquiry. 

Subpart  C — Records  of  a  Public  Heerinff  Before 
a  niblic  Board  of  Imiuiry 

13.40  Administrative  record  of  a  PubUc 
Board  of  Inquiry. 

13.46  Examination  of  administrative  record. 
1320  Record  for  administrative  decision. 

Authouitt:  Sec.  SOI  et  seq.,  63  Stat.  1040; 
31  UJS.C.  331  et  seq.;  sec.  1  et  aeq..  68  Stat. 
683,  as  amended;  43  UJB.C.  301  et  aeq.;  see.  4. 
84  Stat.  1341;  43  UA.C.  387a:  see.  SOI  et  seq., 
84  Stat.  1363;  31  UA.C.  831  et  seq.;  see.  409 
(b).  81  Stat.  000;  31  UB.C.  670(b);  sec.  34 
(b),  83  Stat.  807;  31  UA-C.  4a7f(b):  see.  3  et 
seq.,  B4  Stat.  1630;  31  U.AC.  1081  et  eeq.;  secs. 
1. through  0,  44  Stat.  1101;  31  UA.C.  141  et 
seq4  sees.  1  through  10,  cautpter  858,  39 
Stat.  604;  31  UA.C.  41  et  seq^  sec.  3,  et  seq., 
44  Stat.  1406; -16  UA.C.  401-411  notes;  see.  1, 
et  seq..  80  Stat.  1396;  16  UB.C.  1461  et  seq.. 
and  an  other  statot^  authority  delegated 
to  the  Commissioner  (31  cnt  6.1) . 


SubpBrt  A— Gofwral  Provisions 
8 13.1  Scope. 

This  part  govenis  the  iwacUces  and 
procedures  aptdicable  whenever: 

(a)  The  Commlsaloner  concludes,  in 
his  dlBcietion.  that  it  is  in  the  public 
interest  to  hold  a  public  hearing  briore 
a  Public  Board  of  Inquiry,  hereinafter 
referred  to  as  a  ’‘BocutL”  with  respect  to 
any  matter,  or  class  of  matters,  of  Im- 
pcH-tance  pending  before  the  Food  and 
Drug  Administration. 

(b)  Pursuant  to  specific  provisions  in 
other  sections  of  thte  chapter,  a  matter 
pmdlng  bef(we  the  Food  and  Drug  Ad¬ 
ministration  Is  subject  to  a  public  hear¬ 
ing  before  a  Board. 

(c)  A  person  who  has  a  right  to  an 
ri?portunlty  for  a  formal  evidentiary 
public  hearing  under  Part  12  oi  this 
chapter  waives  that  opportunity  and  In 
lieu  thereof  requests  pursuant  to  8  12.32 
oi  this  chapter  the  establishment  of  a 
Board  to  act  as  an  administrative  law 
tribunal  with  req^ect  to  the  matters  In¬ 
volved.  and  the  Commlssicmer,  In  his  dis¬ 
cretion,  accepts  this  request. 

8  13.5  Notice  of  a  public  bearing  be¬ 
fore  a  PuUic  Boa^  of  Inquiry. 

If  the  Commissioner  determines  that 
a  Board  should  be  established  to  conduct 
a  public  bearing  on  any  matter,  be  shall 
publish  in  the  FBosaAL  REasnsa  a  no¬ 
tice  of  hearing  setting  forth  the  follow¬ 
ing  Information: 

(a)  If  the  hearing  is  pursuant  to  8 13.1 
(a)  or  (b),  all  applicable  information 
described  in  8  12A3(e)  of  this  chapter. 

(1)  If  any  written  document  is  to  be 
the  subject  matter  of  the  hearing,  it 
shaU  be  published  as  part  of  the  notice, 
or  reference  shall  be  made  to  It  If  It  has 
already  been  published  In  the  Fbdebal 
REGtsTER,  or  the  notice  shall  state  that 
the  document  Is  available  from  the 
Hearing  Clerk  or  an  agency  emidoyee 
designated  In  the  notice. 

(2)  Fch*  purposes  of  any  hearing  pur¬ 
suant  to  8  13.1  (a)  or  (b) ,  all  partici¬ 
pants  who  file  a  notice  of  appearance 
pursuant  to  8  12.S2(e)  (8)  (11)  of  this 
chapter  shall  be  deemed  to  be  parties  and 
Shan  be  entitled  to  participate  in  selec¬ 
tion  of  the  Board  pursuant  to  8  13.15(b). 

Cb)  If  the  hearing  Is  In  lieu  of  a  formal 
evidentiary  hearing  as  provided  in  8  13.1 

(c),  an  of  the  information  described  in 
8  12.32(e)  of  this  chapter. 

§  13.10  Members  of  a  Public  Hoard  of 
Inquiry. 

(a)  An  members  of  a  Board  shall  have 
medical,  technical,  scientific,  or  other 
qualifications  relevant  to  the  Issues  to  be 
considered  at  the  hearing,  shan  be  sub¬ 
ject  to  the  conflict  of  interest  rules  ap- 
pUcable  to  special  government  employ¬ 
ees,  and  shaU  be  free  from  bias  or  prej¬ 
udice  with  respect  to  the  issues  involved. 
A  member  of  a  Board  may  be  a  fuU-time 
or  part-time  Federal  government  em¬ 
ployee  or  may  serve  on  a  Food  and  Drug 
Administration  advisory  committee  but. 
except  with  the  agreement  of  aU  parties, 
ShaU  not  currently  be  a  fuU-time  or  peu-t- 
time  employee  of  Ihe  Food  and  Drug  Ad- 
minlstratlmi  or  otherwise  act  as  a  soe- 
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clal  government  employee  of  the  Food 
and  Drug  Administration. 

(b)  Hie  director  of  the  bureau  of  the 
Food  and  Drug  Administration  respcm- 
sible  for  the  matter  which  is  the  subject 
of  a  public  hearing  before  a  Board,  the 
other  parties  to  the  proceeding,  and  any 
lierson  whose  petition  is  the  subject  of 
the  hearing,  shall,  within  30  days  after 
puUication  of  the  notice  of  hearing  In 
the  Federal  Register,  each  submit  to 
the  Hearing  Clerk  the  names  and  full 
curricula  vitae  of  five  nmnlnees  for  mem¬ 
bers  of  the  BoMard.  Nominations  shall 
state  that  the  nominee  is  aware  of  the 
nomination,  is  interested  in  becoming  a 
member  of  the  Board,  and  appears  to 
have  no  conflict  of  interest. 

(1)  Any  two  or  more  persons  entitled 
to  submit  nominees  may  In  consulatlon 
with  each  other  agree  upon  a  joint  list 
of  live  quallfled  nominees. 

(2)  In  addition  to  being  flled  with  the 
Hearing  Clerk,  the  lists  of  nominees  and 
comments  therecm  shall  be  submitted  to 
the  iiersons  who  are  entitled  to  sub¬ 
mit  a  list  of  n(»ninees  pursuant  to  this 
paragrat^  but  not  to  all  participants. 
Ihey  shall  be  held  in  confldence  by  the 
Hearing  Clerk  as  part  of  the  adminis¬ 
trative  record  of  the  proceeding  and  shall 
not  be  available  for  public  disclosure,  and 
shall  slmilarlly  be  held  in  confldence  by 
all  persons  who  submit  or  receive  them. 
This  portion  of  the  administrative  record 
shall  remain  confidential  but  shall  be 
available  for  judicial  review  in  the  event 
that  it  becomes  relevant  to  any  issue 
before  a  court 

(3)  Within  10  days  after  receipt  of 
such  names  of  nominees,  such  persons 
may  sulxnit  comments  to  the  Hearing 
Clerk  on  whether  the  nmnlnees  of  the 
otiber  persons  meet  the  criteria  estab¬ 
lished  In  paragraph  (a)  of  this  section. 

(c)  After  reviewing  the  lists  of  nomi¬ 
nees  and  any  comments  thereon,  the 
Commlssicmer  shall  choose  three  qual¬ 
lfled  persons  as  members  of  a  Board.  One 
member  shall  be  chosen  from  the  lists 
of  nmninees  submitted  by  the  director 
of  the  bureau  responsible  for  the  matter 
and  by  any  person  whose  petiticm  is  the 
subject  of  the  hearing.  The  second  mem¬ 
ber  shall  be  chosen  from  the  Usts  of 
nominees  submitted  by  the  other  par¬ 
ties.  The  Commissioner  shall  then  choose 
the  third  member  from  any  source,  who 
shall  be  the  Chairman  of  the  Board. 

(1)  If  the  Commissioner  is  unable  to 
And  a  qualified  person  with  no  conflict  of 
interest  frmn  among  a  list  of  nominees 
submitted,  (»*  if  additional  Information  is 
needed,  the  Commissioner  shall  request 
once  frmn  the  party  Involved  the  sub¬ 
mission  of  such  additional  nominees  or 
information  as  is  necessary  to  choose  a 
quallfled  member  of  the  Board  nom¬ 
inated  by  that  person. 

(2)  If  a  person  fails  to  submit  a  list 

of  nominees  as  required  by  paragraph 

(b)  of  this  section,  the  Commissioner 
may  choose  a  qualified  person  in  lieu  of 
a  person  nominated  by  that  person  with¬ 
out  further  consultation  with  .  that 
person.  ^ 

(3)  The  C(«unissioner>shall  announce 
the  members  of  a  Board  by  filing  a  mem¬ 
orandum  in  the  record  at  the  proceeding 


and  soidlng  a  copy  to  each  participant 
who  has  filed  a  notice  of  appearance. 

(d)  In  lieu  of  the  procedure  for  selec- 
ticm  of  the  members  of  a  Board  speclfled 
in  paragraphs  (b)  and  (c)  of  thin  sec- 
tlcm.  the  director  of  the  bureau,  the  other 
party  or  parties  to  the  proceeding,  and 
any  person  whose  petltlmi  is  the  subject 
of  the  hearing,  may,  with  the  approval 
of  the  CcHnmlsslcmer,  agree  that  any 
standing  advisory  committee  listed  In 
S  14.80  of  this  chapter  shall  constitute 
the  Boikrd  for  a  particular  proceeding,  or 
that  anoth^  procedure  shall  be  used  for 
selection  of  the  members  of  the  Board, 
or  that  the  Board  shall  consist  of  a  larger 
number  of  members. 

(e)  Hie  members  of  a  Board  shall 
serve  as  consultants  to  the  Commisslmier 
and  shall  be  special  government  employ¬ 
ees  or  government  employees.  A  Board 
shall  function  as  an  administrative  law 
tribunal  in  the  proceeding  and  Is  not  an 
advisory  committee  subject  to  the  re¬ 
quirements  of  the  Federal  Advisory  Com¬ 
mittee  Act  or  Part  14  of  this  chapter. 

(f)  The  chairman  of  a  Board  shall 
have  the  authority  of  a  presiding  ofiBcer 
set  out  in  S  12.70  of  this  chiqiter. 

§  13.15  Separation  of  functions;  ex 
parte  communications;  administra¬ 
tive  support. 

(a)  All  proceedings  of  a  Board  shall 
be  subject  to  the  provisions  of  1 10.55  of 
this  chapter,  relating  to  separatitm  of 
functions  and  ex  parte  cmnmunlcatlmis. 
Representatives  of  the  participants  in 
any  proceeding  before  a  Board,  Including 
any  members  of  the  Offlce  of  the  C3iief 
Counsel  of  the  Food  and  Drug  Adminis¬ 
tration  assigned  to  advise  the  bureau  re¬ 
sponsible  for  the  matter,  shaU  have  no 
contact  with  the  members  of  the  Board, 
except  as  participants  in  such  proceed¬ 
ing,  and  shall  not  participate  in  the  de¬ 
liberations  of  the  Board. 

(b)  Administrative  support  for  a 
Board  shall  be  provided  cmly  by  the  (tfBce 
of  the  Commissioner  and  the  Ofllce  of 
the  Chief  Coimsel  for  the  Food  and  Drug 
Administration. 

Subpart  B->-Public  Board  of  Inquiry 
Hearing  Procedures 

§  13.20  Submissions  to  a  Public  Board 
of  Inquiry. 

(a)  All  submissions  relating  to  a  hear¬ 
ing  before  a  Board  shall  be  filed  with 
the  Hearing  Clerk  pursuant  to  §  10.20  of 
this  chapter. 

(b)  A  copy  of  any  such  submission 
shall  be  sent  by  the  person  making  the 
submission  to  each  participant  in  the 
proceeding,  except  as  provid^  in  SS  13.10 
(b)(3)  and  13.45  and  except  that  sub¬ 
missions  of  documentary  data  and  in¬ 
formation  may  but  are  not  required  to  be 
sent  to  each  participant.  Any  transmittal 
letter,  siunmary,  stat«nent  of  position, 
certification  pursuant  to  paragraidi  (d) 
of  this  secticm,  or  similar  document  ac¬ 
companying  a  submission  of  documen¬ 
tary  data  and  Information  shall  be  sent 
to  each  participant  pm-suant  to  this 
paragraph. 

(c)  Any  such  submission  shall  be  sent 
as  required  by  paragnmh  (b)  of  this 


section  by  mailing  it  to  the  address 
shown  in  the  notice  of  appearance  or  by 
perscmal  delivery. 

(d)  All  submiBsions  pursuant  to  this 
section  shall  be  acc<Mnpflmled  by  a  signed 
certification  stating  the  extent  to  which 
the  submission  has  been  served  on  each 
participant,  or  is  exempt  from  such  serv¬ 
ice,  pursuant  to  paragraph  (b)  of  this 
section. 

(e)  No  written  submission  or  other 
portion  of  the  administrative  record 
shall  be  held  in  confldmce,  except  as 
provided  in  91 13.10(b)  (3)  and  13.45. 

(f)  Any  participant  who  believes  that 
compliance  with  the  requirements  of  this 
section  constitutes  an  imreasonaMe  fi¬ 
nancial  burden  may  submit  to  the  Cmn- 
mlssloner  a  petition  to  participate  in 
forma  pauperis. 

(1)  Such  petition  shall  be  pursuant  to 
9  10.30  of  this  chapter,  except  Uiat  the 
heading  shall  be  “REQUEST  TO  PAR¬ 
TICIPATE  IN  FORMA  PAUPERIS, 

DOCKET  NO. . “  Pursuant  to  the 

guidelines  established  in  9  20.43  (b)  and 

(c)  of  this  chapter,  such  petition  shall 
demonstrate  that  either  (1)  the  person  is 
indigent  and  his  participation  has  a 
strong  public  Interest  justification,  or  (li) 
such  participation  is  in  the  public  in¬ 
terest  because  it  can  be  ccmsidered  pri¬ 
marily  as  benefiting  the  general  public. 

(2)  If  the  Commissioner  grants  such 
petition,  the  participant  shall  be  per¬ 
mitted  to  file  only  one  copy  of  each 
submission  with  the  Hearing  Clerk,  and 
it  shall  be  the  responsibility  of  the  Hear¬ 
ing  Cleric  to  make  sufficient  additiimal 
copies  for  the  administrative  record  and 
to  serve  a  copy  upon  each  other 
participant. 

§  13.25  Disclosure  of  data  and  informa¬ 
tion  by  the  participants. 

(a)  Before  the  notice  of  hearing  is 
published  pursuant  to  9  1S.6.  the  direc¬ 
tor  of  the  bureau  responsible  for  the  mat¬ 
ters  Involved  in  the  hearing  shall  submit 
to  the  Hearing  Cleric: 

(1)  The  relevant  portions  of  the  exist¬ 
ing  administrative  record  of  the  pro¬ 
ceeding.  Hiose  portions  of  the  adminis¬ 
trative  record  of  the  proceeding  vdiich 
are  not  relevant  to  the  issues  to  be  con¬ 
sidered  at  the  public  hearing  shall  not  be 
submitted  to  the  Hearing  Clerk  or  placed 
on  public  distday  smd  shall  not  be  part 
of  the  administrative  record  of  the  pro¬ 
ceeding. 

(2)  A  list  of  all  persons  whose  view's 
will  be  presented  orally  or  in  writing  at 
the  hearing. 

(3)  All  documents  in  his  files  contain¬ 
ing  factual  data  and  information,  wheth¬ 
er  favorable  or  imfavorable  to  his  posi¬ 
tion,  which  relate  to  the  Issues  involved 
in  the  hearing. 

(4)  All  other  documentary  data  and 
Information  on  which  he  relies. 

(5)  A  signed  statement  that,  to  the 
best  of  his  knowledge  and  belief,  the  sub¬ 
mission  complies  with  the  requirements 
of  this  section. 

(b)  Within  the  time  prescribed  in  the 
notice  of  hearing  published  pursuant  to 
9  13.5,  each  participant  shall  submit  to 
the  Hearing  Clerk  all  data  and  informa- 
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tlon  specified  In  paragraph  (a)  (2) 

through  (5)  of  this  section,  and  any 
objections  with  respect  to  the  complete¬ 
ness  of  the  administrative  record  filed 
piu^uant  to  paragraph  (a)(1)  of  this 
section. 

(c)  ^e  submissions  required  by  para¬ 
graphs  (a)  and  (b)  of  this  section  may 
be  supplemented  later  in  the  proceeding, 
with  the  approval  of  the  Board,  up<»i  a 
showing  that  the  views  of  the  persons  or 
the  material  contained  in  the  supplement 
were  not  known  or  reasonably  available 
when  the  initial  submission  was  made  or 
that  the  relevance  of  the  views  of  the 
persons  or  the  material  contained  in  the 
supplement  could  not  reasonably  have 
been  foreseen. 

(d)  The  failure  to  comply  with  the 
provisions  of  this  section  in  the  case  of  a 
participant  shall  constitute  a  waiver  of 
the  right  to  participate  further  in  the 
hearing  and  in  the  case  of  a  party  shall 
constitute  a  waiver  of  the  right  to  a 
hearing. 

(e)  The  Chairman  of  the  Board  shall 
rule  on  questions  relating  to  this  section. 
Any  participant  dissatisfied  with  any 
such  ruling  may  petlti<m  the  Commis- 
Elcmer  for  lnterl(x;utory  review  of  that 
ruling. 

§  13.30  Proceedings  of  a  Public  Board 
of  Inquiry. 

(a)  The  purpose  of  a  Board  is  to  re¬ 
view  medical,  scientific,  and  technical  is¬ 
sues  fairly  and  expeditiously  in  order  to 
reach  a  reasonable  decision  that  is 
sound  from  a  medical,  scientific,  and 
technical  standpoint.  The  proceedings  of 
a  Board  shall  be  conducted  in  the  man¬ 
ner  of  a  scientific  Inquiry  rather  than  as 
a  legpal  trial. 

(b)  Prior  to  the  first  hearing  of 
a  Board,  all  participants  in  the  hearing 
shall  have  sulxnltted  to  the  Hearing 
Clerk  the  data  and  information  required 
to  be  disclosed  pursuant  to  S  13.25,  sub¬ 
ject  to  the  sanctions  specified  in 
i  13.25(d). 

(c)  The  Chairman  of  a  Board  shall 
call  the  first  hearing  of  the  Bocud  at  a 
reasonable  time  subsequent  to  receipt  of 
the  data  and  information  specified  in 
paragraph  (b)  of  this  sectimi.  Notice  of 
the  time  and  locati<Hi  of  such  hearing 
shall  be  published  in  the  Peoxrai.  Rbgis- 
na  at  least  15  days  in  advance  and  the 
hearing  shall  be  opoi  to  the  public. 
The  director  of  the  bureau  responsible 
for  the  matter,  the  other  parties,  and 
all  other  participants  shall  have  an 
opportunity  at  the  first  hearing  to 
make  an  oral  presentation  of  the  data. 
Information,  and  views  which  in  their 
opinion  are  pertinent  to  resolutl(m  of  the 
Issues  being  considered  by  a  Board. 
The  Chairman  shall  determine  the  order 
In  ahich  these  presentations  shall  be 
made.  Each  initial  presentation  shall  be 
made  without  intemiptlcm  from  other 
participants,  but  members  of  the  Board 
may  a^  any  questions  that  they  wish. 
At  the  conclusion  of  each  presmtation, 
each  of  the  other  participants  may 
brlefiy  state  questions  and  criticism  of 
the  presentation  and  may  request 
that  the  Board  conduct  further  quesUon- 
Ing  with  respect  to  specified  matters. 


The  Chairman  and  members  of  the 
Board  may  then  ask  furth^  questions, 
and  the  Chairman  may  permit  any  other 
participant  in  the  proceeding  to  ask 
questions  if  he  determines  this  will 
facilitate  resolution  of  the  issues. 

(d)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  re¬ 
lating  to  the  admissibility  of  data,  in¬ 
formation,  and  views  shall  be  made  or 
considered,  but  other  participants  may 
comment  upon  or  rebut  all  such  data, 
Information,  and  views.  No  participant 
may  Interrupt  the  presentation  of 
another  participant  for  any  reason. 

(e)  Within  the  time  specified  by  a 
Board  after  its  first  hearing  is  concluded, 
each  participant  in  the  proceeding  may 
submit  in  writing  such  rebuttal  data,  in¬ 
formation,  and  views  as  he  believes  rele¬ 
vant  to  the  issues,  in  accordance  with  the 
requirements  of  1 13.30.  The  Chairman 
of  the  Board  shall  thereafter  schedule  a 
second  hearing  if  requested  and  Justified 
by  any  participant.  A  second  hearing, 
and  any  subsequent  hearing,  shall  be 
called  only  if  the  Chairman  concludes 
that  it  is  necessary  for  the  full  and  fair 
presentation  of  information  that  cannot 
otherwise  adequately  be  considered  and 
for  the  proper  resolution  of  the  issues 
involved.  Notice  of  the  time  and  location 
of  any  such  subsequent  hearings  shall 
be  published  in  the  Pediral  Register  at 
least  15  days  in  advance  of  the  date  of 
such  hearing  and  the  hearings  shall  be 
open  to  the  public. 

(f )  A  Board  may  consult  with  any  per¬ 
son  who  it  concludes  may  have  data,  in¬ 
formation,  or  views  relevant  to  resolu¬ 
tion  of  the  issues  Involved. 

(1)  Such  consultatlcm  shall  occur  only 
at  an  annoimced  hearing  of  a  Board,  and 
all  participants  shall  have  the  right  to  be 
present  and  to  suggest  or.  with  the  per¬ 
mission  of  the  Chairman,  ccmduct  ques¬ 
tioning  of  such  consultant  and  to  pre¬ 
sent  rebuttal  data,  information,  and 
views,  as  provided  in  paragraphs  (c)  and 
(d)  of  this  section,  except  ttiat  written 
statements  may  be  submitted  to  the 
Board  with  the  consent  of  all  partici¬ 
pants. 

(2)  Any  participant  may  submit  to  the 
Board  a  request  that  It  consult  with  a 
specific  person  who  may  have  data,  infor¬ 
mation.  or  views  relevant  to  the  resolu¬ 
tion  of  the  issues.  Such  requests  shall 
state  the  reasons  why  the  person  named 
should  be  consulted  and  why  the  views 
of  that  person  cannot  reasonably  be  fur¬ 
nished  to  the  Board  by  any  means  other 
than  having  the  Food  and  I^mg  Admin¬ 
istration  arrange  for  hii  appearance  at 
a  hearing  of  the  Board.  The  Board  may, 
in  its  discretion,  grant  or  deny  such  a 
request. 

(g)  All  hearings  of  a  Board  at  which 
data,  information,  and  views  are  pre- 
soited  shall  be  transcribed.  All  such 
hearings  shall  be  open  to  the  public, 
except  that  the  presentation  of  data  and 
Information  which  are  prohibited  from 
puUic  disclosure  pursuant  to  the  provi¬ 
sions  of  i  10.20(J)  (3)  of  this  chapter 
shall  be  closed  to  all  persons  except  the 
pers(»8  making  and  participating  in  the 
IM:esentati(«  and  Federal  Oovemment 


Executive  Branch  employees  and  spectel 
government  employees.  At  least  a  ma¬ 
jority  of  the  membm  of  the  Board 
be  present  at  every  hearing.  The  execu¬ 
tive  sessions  of  a  Board,  during  which  a 
Board  deliberates  on  the  Issues,  shall  be 
closed  and  shall  not  be  transcribed.  The 
report  of  the  Board  shall  be  voted  upon 
by  all  members  of  the  Board. 

(h)  All  legal  questions  shall  be  referred 
to  the  Chief  Counsel  for  the  Food  and 
Drug  Administraticm  for  resolution.  Any 
advice  on  any  matter  of  procedure  or 
any  question  of  legal  authority  provided 
by  the  Chief  Counsel  shall  be  transmitted 
in  writing  and  made  a  part  of  the  record 
or  presented  in  open  session  and  tran¬ 
scribed. 

(i)  After  the  conclusion  of  all  public 
hearings  a  Board  shall  announce  that  the 
record  is  closed  with  respect  to  the  gath¬ 
ering  of  data  and  information.  The 
Board  shall  provide  an  opportunity  for 
all  participants  to  submit  a  written 
statement  of  their  posltlcms,  with  pro¬ 
posed  findings  and  conclusions,  and  may. 
in  its  discretion,  provide  an  opportimity 
for  participants  to  summarize  their  posi¬ 
tions  orally  to  assist  the  Board  in  its 
deliberations  on  the  issues  Involved. 

(J)  At  the  conclusion  of  its  delibera¬ 
tions.  a  Board  shall  prepare  its  decision 
on  all  of  the  Issues,  which  shall  Include 
specific  findings  and  references  support- 
W  and  explaining  its  ccmcluslons,  and 
a  detailed  statement  of  the  reasoning  on 
which  the  concluslcms  are  based.  Any 
member  of  the  Board  may  ffle  a  separate 
report  stating  additional  or  dissenting 
views. 

Subpart  C — Records  of  a  Public  Hearing 
Before  a  Public  Board  of  Inquiry 

§  13.40  Admin iMniUve  rrford  of  a  Pub¬ 
lic  Board  of  Inquiry. 

(a)  The  administrative  record  of  a 
hearing  before  a  Board  shall  consist  of 
the  following: 

(1)  All  relevant  Federal  Register 
notices. 

(2)  All  written  submissions  pursuant 
to  §  13.20. 

(3)  The  transcripts  of  all  hearings  of 
the  Board. 

(4)  The  recommended  or  initial  deci¬ 
sion  of  the  Board. 

(b>  The  recrxrl  of  the  administrative 
proceeding  shall  be  closed: 

(1)  With  respect  to  ihe  gathering  of 
Information  and  data,  at  the  time  speci¬ 
fied  in  S  13.30(1). 

(2)  With  respect  to  pleadings,  at  the 
time  specified  in  8  13.30(1)  for  the  filing 
of  a  written  statement  of  position  with 
pr(n>osed  findings  and  eonclusicxis. 

(c)  The  Board  msiy,  in  its  discretion, 
reopen  the  recwd  to  receive  further  evi¬ 
dence  at  any  time  prior  to  the  filing  ot 
a  recommended  or  initial  decision. 

S  13.45  Examination  of  admini(«lrative 
record. 

(a)  The  availability  fmr  puUic  exami¬ 
nation  and  copying  of  each  document 
which  is  a  part  of  the  administrative 
record  of  the  hearing  shall  be  governed 
by  the  provisions  of  1 10.20(J)  of  this 
chapter.  Each  doctiment  which  is  avail¬ 
able  for  public  examination  or  copirinf 
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14JM>  Ad  lM>e  lulTlsMy  committee  members. 
14.M  Compensation  of  public  advisory 

committee  members. 


shall  be  placed  on  public  display  In  the 
ofiBce  of  the  Hearing  Clerk  prcunptly  upon 
receipt  in  that  (^ce. 

(b)  Lists  of  nominees  and  comments 
thereon  submitted  pursuant  to  i  13.10 
(b)  (3)  shall  be  sidiject  to  the  provlsicms 
of  §  10.20 (J)  (3)  of  this  chapter. 

§  13.50  Record  for  administrative  deci¬ 
sion. 

The  administrative  record  of  the  hear¬ 
ing  specified  In  8  13.40(a)  shall  ctmsti- 
tute  the  exclusive  record  for  decision. 


PART  14 — PUBLIC  HEARING  BEFORE 
A  PUBLIC  ADVISORY  COMMITTEE 
Subpart  A— General  Provisions 

Sec. 

14.1  Scope. 

14.B  Purpose  of  proceedings  before  a  pub¬ 
lic  advisory  committee. 

14.7  Administrative  remedies. 

14.10  Applicability  to  Congress. 

14.15  Ckunmlttees  working  pursuant  to  a 
contract  with  the  Food  and  Drug 
Administration. 

14.18  Application  of  anticancer  clauses. 

Subpart  B — Public  Advisory  Committee  Meeting 
Procedures 

14.30  Notice  of  public  hearing  before  a 
public  advisory  committee. 

14.22  Meetings  of  a  public  advisory  com¬ 
mittee. 

14.25  Portions  of  public  advisory  commit¬ 
tee  meetings. 

14.37  Determination  to  close  pm^ions  of 

pubUc  advisory  ctHnmlttee  meet¬ 
ings. 

14.28  Conduct  of  a  public  hearing  before  a 
public  advisory  committtee. 

14.30  Chairman  of  a  public  advisory  com¬ 

mittee. 

14.31  Consultation  by  a  pubUc  advisory 

committee  with  other  persons. 

14.33  CompUatlon  of  materials  for  mem¬ 
bers  of  a  public  advisory  commit¬ 
tee. 

14.35  Written  submissions  to  a  public  ad¬ 
visory  (xnnmlttee. 

14.38  Additional  rules  for  a  particular 

public  advisory  committee. 

Subpart  C — Establishment  of  Public  Advisory 
Committees 

14.40  Establishment  and  renewal  of  pub¬ 
Uc  advisory  committees. 

14.56  Termination  of  public  advisory 

committees. 

Subpart  D — Records  of  Meetings  and  Public 

Hearings  Before  Public  Advisory  Committees 

14.00  Minutes  and  reports  of  public  ad¬ 
visory  committee  meetings. 

14.61  .  Transcripts  of  public  advlsmyr  com¬ 
mittee  meetings. 

14.65  PubUc  Inquiries  and  requests  for 

public  aflvlsory  committee  records. 

14.70  Administrative  record  of  a  public 
hearing  before  a  pubUc  advisory 
committee  meeting. 

14.76  ExamlnatiQn  of  administrative  rec¬ 
ord  and  other  advisory  committee 
records. 

Subpart  E — Members  of  Public  Advisory 
Committees 

14A0  Qualifications  for  members  of  stand¬ 
ing  poUcy  and  technical  advisory 
committees. 

14.82  N<»nlnatlons  of  voting  members  of 
advisory  committees. 

14.64  Nominations  and  selection  of  non- 
voting  members  of  standing  tech¬ 
nical  advisory  committees. 

14.86  Bights  and  reaponsibUlttes  of  non¬ 
voting  members  of  advisory  com¬ 
mittees. 


Subpart  F — Standing  Advlsoiy  Committees 

14.100  List  of  standing  advisory  committees. 

Subpart  G— Technical  Electronic  Products 
Radiation  Safety  Standards  Committee 

14.120  Establishment  of  the  Te<dinical  Elec¬ 
tronic  Product  Radiation  Safety 
Standards  Committee  (TEPRSSC). 
14.122  Functions  of  TEPRSSC. 

14.125  Procedures  of  TEPRSSC. 

14.127  Membership  of  TEPRSSC. 

14.130  Conduct  of  TEPRSSC  meetings; 
availability  of  TEPRSSC  rec(»*ds. 

Subpart  H — Color  Additive  Advisory  Committees 

14.140  Establishment  of  a  color  additive 
advisory  committee. 

14.142  Functions  of  a  color  additive  advi¬ 
sory  committee. 

14.145  Procedures  of  a  color  additive  advi¬ 
sory  committee. 

14.147  Membership  of  a  color  additive  ad¬ 
visory  committee. 

14.153  Fees  and  compensation  pertaining  to 
a  color  additive  advisory  commit¬ 
tee. 

Subpart  I — Public  Advisory  Committees  for 
Human  Prescription  Drugs 

14.160  Establishment  of  standing  technical 
public  advisory  committees  for  hu¬ 
man  prescription  drugs. 

14.171  Utilization  of  a  public  advismy  com¬ 

mittee  on  the  Initiative  of  the  Food 
and  Drug  AdmliUstration. 

14.172  Utilization  of  a  public  advisory  com¬ 

mittee  at  the  request  of  an  inter¬ 
ested  person. 

14.174  Advice  and  recommendations  in  writ¬ 
ing. 

Authoritt:  Sec.  201  et  seq..  Pub.  L.  717, 
52  Stat.  1040  as  amended  (21  UR.C.  321  et 
seq.);  sec.  1  et  seq..  Pub.  L.  410,  58  Stat. 
682  as  amended  (42  U.S.C.  201  et  seq.) ;  sec. 
4.  Pub.  L.  81-513,  84  Stat.  1241  (42  n.S.C. 
257a) ;  sec.  301  et  seq..  Pub.  L.  81-513,  84  Stat. 
1253  (21  U.S.C.  821  et  seq.);  sec.  408(b). 
Pub.  L.  242,  81  Stat.  600  (21  U.S.C.  678(b)); 
sec.  24(b),  Pub.  L.  85-172,  82  Stat.  807  (21 
U.S.C.  467f  (b) ) ;  sec.  2  et  seq..  Pub.  L.  81-587, 
84  Stat.  1620  (31  UR.C.  1031  et  seq.);  secs. 
1  through  8,  Pub.  L.  625,  44  Stat.  1101-1103 
as  amended  (21  U.S.C.  141-149):  secs.  1 
through  10.  Chapter  358,  28  Stat.  604-609  as 
amended  (21  UR.C.  41-60);  sec.  1  et  seq.. 
Pub.  L.  783,  44  Stat.  1406  as  amended  (15 
UR.C.  401  et  seq.) ;  sec.  1  et  seq..  Pub.  L.  89- 
755,  80  Stat.  1296  as  amended  (15  U.S.C.  1451 
et  seq.). 

Subpart  A — General  Provisions 
§  14.1  Scope. 

(a)  This  part  governs  the  practices 
and  procedures  applicable  whenever: 

(1)  The  Commissioner  concludes,  in 
his  discretion,  that  it  Is  in  the  public 
Interest  for  a  standing  or  ad  hoc  policy 
or  technical  public  advisory  committee, 
hereinafter  an  “advisory  committee”  or 
“committee.”  to  hold  a  public  hearing 
and  to  review  and  msdce  recommenda¬ 
tions  with  respect  to  any  matter  or  class 
of  matters  of  importance  pending  before 
the  P^ood  And  Drug  Administration,  and 
for  interested  persons  to  present  data, 
information,  and  views  at  an  oral  public 
hearing  before  the  advisory  committee. 

(2)  Pursuant  to  tgiecific  provisions  in 
other  sections  of  this  chapter,  a  matter 
pending  before  the  Food  and  Drug  Ad¬ 
ministration  is  subject  to  a  public  hear¬ 


ing  before  an  advisory  committee.  Such 
specific  provisions  are: 

(1)  Section  14.120  relating  to  review  of 
a  performance  standard  for  an  electronic 
product  by  the  Technical  Electronic 
Product  Radiation  Safety  Standards 
Committee. 

(ii)  Section  14.140  relating  to  review 
of  the  safety  of  color  additives. 

(ill)  Section  14.160  relating  to  review 
of  the  safety  and  effectiveness  of  human 
prescription  drugs. 

(iv)  Section  330.10  of  this  chapter  re¬ 
lating  to  review  of  the  safety  and  effec¬ 
tiveness  of  over-the-counter  drugs. 

(V)  Section  601.25  of  this  chapter  re¬ 
lating  to  review  of  the  safety  and  effec¬ 
tiveness  of  biological  drugs. 

(3)  A  person  who  has  a  right  to  an 
opportunity  for  a  formal  evidentiary 
public  hearing  under  Part  12  of  this 
chapter  waives  that  opportunity  and  in 
lieu  thereof  requests  pursuant  to  S  12.32 
of  this  chapter  a  public  hearing  before  a 
public  advisory  ccunmittee  pursuant  to 
this  subpart,  and  the  Commissioner,  in 
his  discretion,  accepts  this  request. 

(b>  In  determining  wheUier  a  group 
is  a  “public  advisory  committee”  as  de¬ 
fined  in  S  10.3(a)  (14)  of  this  chapter  and 
thus  subject  to  the  requirements  of 
this  part  and  of  the  Federal  Advisory 
Committee  Act,  the  following  guidelines 
shall  be  used: 

(1)  An  advisory  committee  may  be  a 
standing  advisory  committee  or  an  ad 
hoc  advisory  committee.  All  standing 
advisory  committees  shall  be  listed  in 
S  14.100. 

(21  An  advisory  committee  may  be  a 
policy  advisory  committee  or  a  technical 
advisory  committee.  A  policy  advisory 
ccHnmittee  advises  on  bri^  and  genenJ 
matters.  A  technical  advisory  committee 
advises  on  specific  technical  or  scientific 
issues,  which  may  relate  to  regulatory 
decisions  before  the  agency. 

(3)  An  advisory  committee  includes 
any  subgroup  thereof  when  It  is  working 
on  behalf  of  the  conunlttee.  Section  14.40 
(d)  describes  when  a  subgroup  will  be 
established  as  an  advisory  committee 
separate  and  independent  frinn  the  par¬ 
ent  committee. 

(4)  A  committee  composed  entirely  ot 
full-time  Federal  government  employees 
is  not  an  advisory  committee. 

(5)  An  advisory  committee  shall  or¬ 
dinarily  have  a  fixed  membership,  a  de¬ 
fined  purpose  of  providing  advice  to  the 
agency  on  a  particular  subject,  regular 
or  periodic  meetings,  and  an  organiza¬ 
tional  structure,  e.g.,  a  chairman  and 
staff,  and  shall  serve  as  a  source  of  in¬ 
dependent  expertise  and  advice  rather 
than  as  a  representative  of  or  advocate 
for  any  particular  interest. 

(i)  A  group  of  persons  convened  on 
an  ad  hoc  basis  to  discuss  a  matter  of 
current  interest  to  the  agency,  but  which 
has  no  continuing  function  or  organiza¬ 
tion,  does  not  involve  substantial  special 
preparation,  and  does  not  as  a  group 
issue  a  report  to  or  advise  the  agency,  is 
not  an  advisory  committee. 

(ii)  A  group  of  two  or  more  agency 
ccmsultants  meeting  with  the  agency  on 
an  sul  hoc  basis  is  no8  an  advisory 
committee. 
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(ill)  A  group  of  experts  who  are  em¬ 
ployed  by  a  private  company  or  a  trade 
association  which  has  been  requested  by 
the  agency  to  provide  its  views  on  a  reg¬ 
ulatory  matter  pending  before  the 
agency  is  not  an  advisory  committee. 

(iv)  A  consulting  firm  hired  by  the 
agency  to  provide  advice  regarding  a 
matter  is  not  an  advisory  committee. 

(6)  An  advisory  committee  which  is 
utilized  by  the  agency  is  subject  to  the 
requirements  of  this  subpart  even  though 
it  was  not  established  by  the  agency.  In 
general,  a  committee  is  “utilized”  by  the 
agency  when  the  agency  requests  advice 
or  recommendations  from  the  committee 
on  a  specific  matter  in  order  to  obtain  an 
independent  review  and  consideration  of 
the  matter,  and  not  when  the  agency  is 
merely  seeking  the  comments  of  all  in¬ 
terested  persons  or  of  persons  who  have 
a  specific  Interest  In  the  matter  involved. 

(1)  A  committee  formed  by  an  inde¬ 
pendent  scientific  or  technical  organiza¬ 
tion  is  utilized  by  the  agency  if  the 
agency  requests  the  advice  of  that  com¬ 
mittee  rather  than  of  the  parent  orga¬ 
nization,  or  if  the  circumstances  show 
that  the  advice  given  is  that  of  the  com¬ 
mittee  and  not  of  the  parent  organiza¬ 
tion.  A  committee  formed  by  an 
Independent  scientific  or  technical  orga¬ 
nization  is  not  utilized  by  the  agency  if 
the  agency  requests  advice  of  the  organi¬ 
zation  rather  than  of  a  committee  and  if 
the  recommendations  of  any  committee 
formed  in  response  to  the  agency’s  re¬ 
quest  for  advice  are  subject  to  substan¬ 
tial  independent  policy  and  factual 
review  by  the  governing  body  of  the  par¬ 
ent  organization. 

(ii)  A  committee  is  not  utilized  by  the 
agency  if  it  provides  only  data  and  in¬ 
formation,  as  contrasted  with  advice  or 
opinions  or  recommendations. 

(ill)  The  Food  and  Drug  Administra¬ 
tion  is  charged  with  seeking  out  the  views 
of  all  segments  of  the  public  on  enforce¬ 
ment  of  the  laws  administered  by  the 
(Commissioner.  The  fact  that  a  group  of 
individuals  or  a  committee  meets  regu¬ 
larly  with  the  agency,  e  g.,  a  monthly 
meeting  with  consumer  representatives, 
does  not  make  that  group  or  committee 
an  advisory  committee.  Thus,  the  pro¬ 
visions  of  this  subpart  are  not  appli¬ 
cable  to  routine  meetings,  discussions, 
and  other  dealings,  including  exchanges 
of  views,  between  the  agency  and  any 
committee  representing  or  advocating 
the  particular  interests  of  consumers,  in¬ 
dustry.  professional  organizations,  or 
others. 

(7)  The  inclusion  of  one  or  two  agency 
consultants  who  are  special  government 
employees  on  an  internal  agency  com¬ 
mittee  does  not  make  that  cmnmittee 
an  advisory  committee. 

(8)  A  Public  Board  of  Inquiry  estab¬ 
lished  under  Part  13  of  this  chapter  or 
other  similar  group  convened  by  agree¬ 
ment  between  the  parties  to  a  regula¬ 
tory  proceeding  pending  before  the  Food 
and  Drug  Administration,  to  review  and 
prepare  an  initial  decision  on  the  issue 
in  lieu  of  a  formal  evidentiary  public 
hearing,  is  acting  as  an  administrative 
law  tribunal  and  is  not  an  advisory 
(XHnmittee. 


(9)  An  open  public  conference  or  meet¬ 
ing  conducted  pursuant  to  1 10.66(b)  of 
this  chapter  is  not  an  advisory  committee 
meeting. 

(c)  The  provisions  of  this  part  w>- 
ply  only  when  a  committee  convenes  to 
conduct  committee  business.  Site  visits, 
social  gatherings.  Informal  dlscusslcms 
by  telephone  or  during  meals  or  while 
traveling  or  at  other  professional  func¬ 
tions,  or  other  similar  activities  do  not 
constitute  a  meeting. 

(d)  An  advisory  cmnmittee  which  Is 
utilized  but  not  established  by  the  Food 
and  Drug  Administration  shall  be  sub¬ 
ject  to  the  provisions  this  part  only 
to  the  extent  of  such  utilization,  and  not 
with  respect  to  any  other  activities  of 
such  committee. 

(e)  Any  conference  or  meeting  between 
an  employee  of  the  Pood  and  Drug  Ad¬ 
ministration  and  a  committee  or  group 
which  is  not  am  aulvisory  committee  shadl 
be  subject  to  the  provisions  of  S  10.65  of 
this  chapter  or  other  provisions  specif¬ 
ically  applicable  to  such  committee  or 
group,  e.g..  Part  13  of  this  chapter  for 
a  Public  Board  of  Inquiry. 

(f)  The  provisions  of  this  part 
shall  apply  to  adl  Food  auid  Drug  Ad¬ 
ministration  advisory  committees,  ex¬ 
cept  to  the  extent  that  specific  statutory 
requir«nents  provide  otherwise  for  a  par¬ 
ticular  committee,  e.g.,  the  Technlcad 
Electronic  Product  Radiation  Safety 
Stamdards  (Committee  (TEPRSSC),  the 
Board  of  Tea  Experts,  and  advisory  com¬ 
mittees  estaiblished  under  the  Medical 
Device  Amendments  of  1976. 

§  14.5  Purpo!«e  of  proreedings  before  a 
public  advisory  rommitlee. 

(a)  An  advisory  committee  shadl  be 
utilized  to  conduct  public  hearings  on 
matters  of  importamce  that  come  before 
the  Food  and  Drug  Administration,  to 
review  the  issues  Involved,  auid  to  pro¬ 
vide  aidvice  amd  recommendations  to  the 
CcHnmlssioner  on  such  matters. 

(b)  Ihe  CTommlssioner  shadl  have  sole 
discretion  with  respect  to  artlon  to  be 
taiken  and  policy  to  be  expressed  on  any 
matter  considered  by  an  aidvisory  com¬ 
mittee. 

§  14.7  .Adniinislrative  rrmcdieii. 

Any  person  who  alleges  noncompliance 
by  the  Commissioner  or  an  advisory  com¬ 
mittee  with  any  provision  of  this  part 
or  the  Federal  Advisory  Committee  Act 
may  pursue  the  following  administrative 
remedies. 

(a)  If  the  person  objects  to  any  action, 
including  a  failure  to  act,  other  tham  de¬ 
nial  of  access  to  an  advisory  committee 
document,  he  shall  submit  a  petiticm  in 
the  form  and  pursuant  to  the  require¬ 
ments  specified  in  $  10.30  of  this  chapter. 
The  provisions  of  S  10.45  of  this  chapter 
relating  to  exhaustion  of  administrative 
remedies  shall  be  applicable. 

(1)  If  the  person  objects  to  paist  ac~ 
tion,  the  petition  shall  be  submitted 
within  30  days  after  the  action  objected 
to.  If  the  Commissioner  determines  that 
there  wais  noncompliauice  with  amy  pro¬ 
vision  of  .this  subpairt  or  of  the  Federad 
Advisory  Committee  Act,  he  shatll  gramt 
any  appropriate  relief  and  shaU  take  ap¬ 


propriate  steps  to  prevent  its  recurrence 
in  the  future. 

(2)  If  the  person  objects  to  proposed 
future  action,  the  Commissioner  shadl 
expedite  his  review  of  the  petitlcm  amd 
shadl  madce  a  reaisonable  effort  to  render 
a  decision  prior  to  the  au;tlon  which  is 
the  subject  of  the  petition. 

(3)  If  the  person  objects  to  auction  that 
is  imminent  or  is  occmring  and  which 
could  not  reaisonably  have  been  antici¬ 
pated  in  advamce,  e.g.,  the  closing  of  a 
portion  of  a  meeting  which  is  maule 
known  for  the  first  time  on  the  day  of 
the  meeting,  the  matter  may  be  hamdled 
by  an  oral  petition  in  lieu  of  a  written 
petition. 

(b)  If  the  person  objects  to  a  deniad 
of  access  to  an  aulvisory  committee  docu¬ 
ment,  administrative  review  shadl  be  pur¬ 
sued  in  accordamce  with  the  procedures 
established  by  the  Department  of  Health. 
Education,  and  Welfau-e  under  45  CFR 
5.82. 

§14.10  .4pplicabilily  to  Congresiii. 

The  provisions  of  this  part  shall 
apply  to  Congress,  individuad  members 
of  Congress,  amd  other  employees  or  rep¬ 
resentatives  of  Congress  in  the  saune  way 
that  they  apply  to  amy  other  member  of 
the  public,  except  that  disclosure  of  ad¬ 
visory  cmnmittee  records  to  Congress 
shall  be  governed  by  the  provisions  of 
S  20.87  of  this  chapter. 

§  14.15  Committees  working  pursuant  to 
a  contract  with  the  Food  and  Drug 
.4dministration. 

(a)  The  Food  and  Drug  Administra¬ 
tion  may  enter  into  contrau^ts  with 
independent  scientific  or  technical  or¬ 
ganizations  to  obtain  atdvice  amd  recom¬ 
mendations  on  particular  matters,  and 
such  organizations  maty  in  turn  under¬ 
take  such  work  through  existing  or  new 
committees.  Whether  a  particular  com¬ 
mittee  working  pursuamt  to  such  a  con¬ 
tract  is  a  public  advisory  committee  and 
thus  subject  to  adl  of  the  provisions  of 
the  Federal  Advisory  Ck>mmittee  Act  and 
this  subpart  will  depend  upon  application 
of  the  criteria  amd  principles  estab¬ 
lished  in  §  14.1(b). 

(b)  The  following  minimum  standards 
shall  apply  to  any  ccmimittee  of  an  inde¬ 
pendent  scientific  or  technical  organiza¬ 
tion  which  is  working  pursuant  to  a 
contract  initially  executed  with  the 
Food  and  Drug  Administration  subse¬ 
quent  to  July  1,  1975,  but  which  is  de¬ 
termined  not  to  be  a  public  advisory 
committee : 

(1)  The  committee  shall  give  public 
notice  of  its  meetings  amd  agenda,  and 
shall  provide  amy  Interested  person  am 
opportunity  to  submit  data,  information, 
amd  views,  in  wrriting  at  any  time,  and 
orally  at  specified  times,  relevant  to  the 
matter  which  is  the  subject  of  the  con¬ 
tract.  Such  notice  may  be  published  in 
the  Fxdcral  Register  or  disseminated  by 
any  other  reasonable  means,  and  shadl 
in  aqiy  event  be  filed  with  the  Heauing 
Clerk  not  less  tham  15  days  before  the 
meeting.  The  length  of  time  permitted 
for  oral  presentations  amd  the  extent  to 
which  the  committee  meets  in  open  ses¬ 
sion  other  than  for  such  orad  presentat- 
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tloDs  Is  In  the  dlscretkm  of  ttw 
ccmunittee. 

(2)  Minutes  of  all  open  sessions  shall 
be  maintained,  to  which  shall  be  attached 
all  written  submissions  made  to  the  com¬ 
mittee  in  (q;>en  session.  Afto*  ai^roval, 
such  minutes  shall  be  forwarded  to  the 
Hearing  Clerk  and  traced  on  puUic  dis¬ 
play.  The  extent  to  which  the  ctxnmlttee 
maintains  minutes  of  closed  sessions  is 
at  the  dlscretlcHi  of  the  committee. 

(3)  In  selecting  the  members  of  the 
Committee,  the  OTganizatlcm  Invcdved 
shall  apply  the  same  principles  relating 
to  conflicts  of  interest  as  the  Food  and 
Drug  Administration  does  in  establish¬ 
ing  a  public  advisory  committee.  Such 
principles  are  set  out  or  cross-referenced 
in  this  part  and  in  Part  19  of  this  chap¬ 
ter.  Upon  request,  the  Food  and  Drug 
Administration  will  assist  or  provide 
guidance  to  any  such  organization  in 
meeting  this  requirement. 

§  14.19  Application  of  anticaticcr 
clauses. 

Whenever  the  Commissioner  concludes 
that  it  is  appropriate  to  obtain  an  inde¬ 
pendent  review  of  any  sclentlflc  issue 
involving  application  of  the  anticancer 
clauses  in  section  409(c)(3)(A),  512(d) 

(1)  (H),  or  706(b)  (5)  (B)  of  the  act.  In¬ 
cluding  whether  a  substance  has  been 
found  to  induce  cancer  when  ingested  by 
man  or  animal,  and  whether  a  substance 
has  been  foxmd,  after  appropriate  tests 
other  than  ingestion,  to  induce  cancer  in 
man  or  H.nifna.1,  he  shall  ordinarily  refer 
such  matter  to  the  Toxlccdogy  Advisory 
Committee  which  shall  hold  a  public 
hearing  and  provide  advice  and  recom¬ 
mendations  to  the  Commissioner  on  such 
matter,  except  as  specifically  required 
by  the  provisions  of  section  706(b)(5) 
(C)  of  the  act  and  S  14.147(a)  (2)  relat¬ 
ing  to  color  additives. 

Subpart  B — Public  Advisory  Committee 
Meeting  Procedures 

§  14.20  Notice  of  public  hearing  before 
a  public  adrisory  conunittee. 

(a)  Before  the  first  day  of  each  month, 
and  at  least  15  days  before  any  meeting 
so  announced,  the  Commissioner  shall 
publish  a  notice  in  the  Fediral  Register 
ccmtaining  information  on  all  advisory 
committee  meetings  to  be  held  during 
the  subsequent  month.  Any  advisory 
committee  meetings  tor  that  month 
called  subsequent  to  the  publicaticm  of 
the  general  monthly  notice  shall  be  an¬ 
nounced  in  the  Federal  Register  on  an 
individual  basis  at  least  15  days  in  ad¬ 
vance.  The  Commissioner  may  authorize 
an  exception  to  the  notice  iwilrements 
of  this  section  in  an  emergency  or  for 
other  reasons  requiring  an  immediate 
meeting  of  an  advisory  committee,  in 
which  case  public  notice  shall  be  given 
at  the  earliest  time  and  In  the  most  ac¬ 
cessible  form  feasible  including,  when¬ 
ever  possible,  publication  In  the  Federal 
Register. 

(b)  The  Federal  Register  notice  shall 
Include: 

(1)  The  name  of  the  advisory  commit- 
lee. 

(2)  The  date.  time,  and  place  of  the 
meeting. 


O)  The  general  functton  of  the  ad¬ 
visory  committee. 

(4)  A  list  all  agenda  Items,  showing 
whether  each  will  be  discussed  In  an 
open  or  closed  portkm  of  the  meeting. 

(5)  If  any  portion  of  the  meeting  Is 
closed,  a  statement  ot  the  time  of  the 
open  and  closed  portloDs. 

(6)  The  nature  of  the  subjects  to  be 
discussed  during,  and  the  reasons  for 
closing,  any  clos^  portion  of  the  meet¬ 
ing. 

(7)  The  time  specifically  set  aside  for 
oral  statements  by  interested  persons 
and  for  other  puUic  partimpatlon. 

(8)  The  name,  address,  and  telei^one 
number  of  the  advisory  committee  exec¬ 
utive  secretary  and  any  other  agency 
employee  designated  as  respcmslble  for 
the  administrative  support  for  the  ad¬ 
visory  committee. 

(9)  A  statement  that  written  submis¬ 
sions  may  be  made  to  Uie  advisory  cmn- 
mlttee,  through  the  executive  secretary, 
at  any  time,  unless  a  cutoff  date  has 
been  established  under  S  14.35(c)(2). 

(10)  Where  a  notice  is  published  in  the 
Federal  Register  less  than  15  days  be¬ 
fore  a  meeting,  an  explanation  for  the 
lateness  of  the  notice. 

(c)  If  a  public  hearing  before  a  public 
advisory  committee  is  being  used  in  lieu 
of  a  formal  evidentiary  public  hearing  as 
provided  in  S  14.1(a)(3),  an  initial  no¬ 
tice  of  hearing  shall  be  published  sepa¬ 
rately  in  the  Federal  Register  contain¬ 
ing  all  the  informatimi  described  in 
§  12.32(e)  of  this  chapter.  Such  a  sepa¬ 
rate  notice  may  also  be  published  in  the 
Federal  Register  with  respect  to  any 
other  public  hearing  before  a  public  ad¬ 
visory  committee  when  the  Commissioner 
concludes.  In  his  discretimi,  that  it  would 
be  informative  to  the  public. 

(d)  A  list  of  public  advisory  committee 
meetings  shall  be  distributed  to  the  press 
by  the  Assistant  Commlsslcmer  for  Pub¬ 
lic  Affairs. 

(e)  All  public  advisory  ccxnmittee 
meetings  shall  be  Included  on  the  public 
calendar  described  in  §  10.100(a)  of  this 
chapter. 

§  14.22  Meetings  of  a  public  advisory 
committee. 

(a)  No  advisory  committee  may  con¬ 
duct  a  meeting  except  at  the  call  or  with 
the  advance  approval  of,  and  with  an 
agenda  approved  by.  the  designated  Fed¬ 
eral  employee  or  his  alternate.  No  such 
meeting  shall  be  held  in  the  absence  of 
such  designated  Federal  employee. 

(1)  If  any  matter  is  added  to  the 
agenda  after  its  publication  In  the  Fed¬ 
eral  Register  pursuant  to  S  14.5(b)  (4), 
an  attempt  shall  be  made  to  so  inform 
any  person  known  to  be  Interested  in 
such  matter,  and  the  addition  ot  such 
matter  shall  be  announced  at  the  begin¬ 
ning  of  the  open  portion  of  the  meeting. 

(2)  The  advisory  committee  meeting 
shall  be  conducted  in  accordance  with 
the  approved  final  agenda  insofar  as  is 
practical. 

(b)  Advisory  committee  meetings  shall 
be  held  at  places  that  are  reasonably 
accessible  to  members  of  the  public.  All 
advisory  committee  meetings  shall  be 
held  in  Washington,  DC.  or  Rockville. 


MD.  or  the  Immediate  vicinity, 
the  Commissioner  receives  a  written  re¬ 
quest  from  the  advisory  committee  for, 
and  iq?proves,  a  different  location.  A  dif- 
foent  location  may  be  aigiroved  irtien 
one  or  more  of  the  following  applies: 

(1)  The  total  cost  of  the  meeting  to 
the  government  will  be  reduced. 

(2)  A  substantial  number  of  the  advi¬ 
sory  committee  members  will  be  at  the 
locatkm  at  no  expense  to  the  Food  and 
Drug  Administration  for  other  reascms, 
e.g.,  tor  a  meeting  of  a  professional  asso- 
datlop. 

(3)  It  is  a  central  location  which  is 
more  readily  accessible  to  advisory  com¬ 
mittee  members. 

(4)  There  is  a  need  for  increased  par- 
tlcipatiim  available  at  that  location. 

(5)  The  advisory  committee  wishes  to 
review  work  or  facilities  in  a  specific  lo¬ 
cation. 

(6)  The  advisary  committee  is  con¬ 
cerned  with  matters  that  functionally  or 
historically  occur  in  some  other  location; 
e^^M  the  Board  of  Tea  Experts  and  the 
National  Center  for  Toxicological  Re¬ 
search,  Science  Advisory  Board  will  gen¬ 
erally  hold  meetings  in  Brooklyn,  NY  and 
in  the  Little  Rock,  AR  vicinity,  respec¬ 
tively. 

(c)  Advisory  committee  members  may, 
with  the  ainuroval  of  the  Food  and  Drug 
Administration,  conduct  onsite  visltB  rel- ' 
evant  to  the  work  of  the  advisory 
committee. 

(d)  A  quorum  for  an  advisory  com¬ 
mittee  shall  be  a  majority  of  the  current 
voting  members  of  the  advisory  com¬ 
mittee,  except  as  provided  in  8  14.125(c) 
for  TEPRSSC.  Any  matter  before  the  ad¬ 
visory  committee  shall  be  deckled  by  a 
majority  vote  of  the  voting  members 
present  at  the  time,  except  that  the  des¬ 
ignated  Federal  official  may  require  that 
any  final  report  be  voted  upon  by  all 
current  votiiig  members  of  the  advisory 
committee.  Any  current  voting  member 
of  the  advisory  committee  may  file  a  sep¬ 
arate  report  with  additional  or  minority 
views. 

(e)  Subject  to  availability  of  space, 
any  interested  person  may  attend  any 
portion  of  any  advisory  committee  meet¬ 
ing  which  is  not  closed. 

(f)  Whenever  feasible,  meetings  shall 
be  held  in  government  facilities  or  other 
facilities  involving  the  least  expense  to 
the  public.  The  size  of  the  meeting  room 
shall  be  reasonable,  considering  such  fac¬ 
tors  as  the  size  of  the  advisory  commit¬ 
tee,  the  number  of  members  of  the  pub¬ 
lic  who  could  be  expected  to  attend  a 
particular  meeting,  the  number  of  per¬ 
sons  who  attended  or  sought  to  attend 
similar  meetings  in  the  past,  and  the  re¬ 
sources  and  facilities  available. 

(g>  Any  portion  of  a  meeting  shall  be 
closed  by  the  advisory  committee  chair¬ 
man  only  when  matters  which  have  been 
determined  by  the  Commissioner  to  be 
closed  in  accordance  with  1 14.60  are  to 
be  discussed.  Where  a  portion  of  the 
meeting  is  closed,  the  clos^  portion  shall 
be  held  after  the  ccmclusion  of  the  open 
portion  whenever  practicable. 

(h)  Any  advisory  committee  member 
may  take  notes  during  advisory  cmnmlt- 
tee  meetings  and  report  and  discuss  ad- 
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visory  committee  deliberations  after  a 
meeting  is  completed  and  before  official 
minutes  or  a  report  are  available,  within 
'such  rules  and  regulaticms  as  are  adopted 
by  the  Food  and  Drug  AdministratloQ 
and  by  the  advisory  committee  with  the 
concurrence  of  the  Pood  and  Drug  Ad¬ 
ministration,  including  all  of  the 
following: 

(1)  There  shall  be  no  attribution  of 
individual  views  expressed  in  a  closed 
session  or  revealing  of  numerical  votes. 

(2)  There  shall  be  no  reporting  or 
discussion  with  respect  to  any  particular 
matter  where  the  advisory  committee  or 
the  Food  and  Drug  Administration  spe¬ 
cifically  so  directs,  e.g.,  where  delibera¬ 
tions  are  incomplete  or  Involve  a  sen¬ 
sitive  regulatory  decision  which  requires 
preparati(xi  for  implementation. 

(3)  There  shall  be  no  reporting  or  dis- 
cxission  with  respect  to  data  or  infor¬ 
mation  pn^ibited  frcxn  public  disclosure 
pursuant  to  S  14.75. 

(4)  Any  notes  or  minutes  kept  or  re¬ 
port  prepared  by  any  advisory  commit¬ 
tee  member  shall  have  no  status  or  effect 
whatever  unless  adopted  as  so  incorpo¬ 
rated  Into  the  official  minutes  or  report 
by  the  advisory  committee.  It  shall  be 
the  responsibility  of  each  advisory  com¬ 
mittee  member  to  make  certain  that  the 
official  minutes  and  reports  are  complete 
and  accurate  and  fully  reflect  what  hap¬ 
pened  at  any  meeting  he  attended. 

§  14.25  Portions  of  public  advisory  com¬ 
mittee  meetings. 

An  advisory  committee  meeting  shall 
have  the  following  separable  portions: 

(a)  The  open  public  hearing.  Every 
advisory  committee  meeting  shall  in¬ 
clude  an  open  portion  which  shall  con¬ 
stitute  a  public  hearing  during  which 
any  interested  person  may  present  data, 
information,  or  views,  orally  or  in  writ¬ 
ing,  relevant  to  the  advisory  commit¬ 
tee’s  agenda  or  other  work.  Such  hear¬ 
ing  shall  be  conducted  in  accordance 
with  S  14.29. 

(b)  The  open  committee  discussion. 
An  advisory  committee  shall  discuss  any 
matter  pending  before  it  in  an  open  por¬ 
tion  of  Its  meeting  unless  the  meeting 
has  been  closed  with  respect  to  that  mat¬ 
ter  pursuant  to  §  14.27.  To  the  maximum 
extent  feasible,  consistent  with  the  policy 
expressed  in  §  14.27,  an  advisory  com¬ 
mittee  shall  conduct  its  discussion  of 
pending  matters  in  an  open  portion.  No 
public  participation  is  permissible  during 
this  portion  of  the  meeting  except  with 
the  consent  of  the  chairman  of  the  ad¬ 
visory  committee. 

(c)  The  closed  presentation  of  data. 
Data  and  information  which  are  pro¬ 
hibited  from  public  disclosure  pursuant 
to  the  provisions  of  Part  20  of  thla  chap¬ 
ter  smd  the  regulations  referenced 
therein  shall  be  presented  to  the  ad¬ 
visory  committee  in  a  closed  portion  of 
Its  meeting.  If  such  data  and  Informa¬ 
tion  are  presented  in  the  form  of  a  sum¬ 
mary  which  Is  not  prohibited  from  public 
disclosure,  such  presentation  shall  not  be 
made  in  a  closed  portion  of  its  meeting. 

(d)  The  closed  committee  delibera¬ 
tions.  Deliberations  with  respect  to  mat¬ 
ters  pending  before  an  advisory  commit¬ 


tee  may  be  made  in  a  closed  pmllon  of 
its  meeting  only  upon  an  appropriate  de¬ 
termination  by  the  Commlssicmer  pur¬ 
suant  to  i  14.27. 

§  14.27  Determination  to  elo«e  portions 
of  public  advisory  eommillee  meet¬ 
ings. 

(a)  No  advisory  committee  meeting 
shall  be  entirely  closed.  A  portion  of  an 
advisory  committee  meeting  may  be 
closed  only  pursuant  to  a  determination 
made  in  writing  by  the  CcHnmissioner, 
stating  the  reasons  therefor,  in  accord¬ 
ance  with  this  section. 

(b)  nie  executive  secretary  of  an  ad¬ 
visory  committee  or  other  designated 
agency  employee  shall  prepare  the  initial 
request  for  a  determinaticm  to  close  a 
portion  of  an  advisory  committee  meet¬ 
ing,  specifying  the  matter(s)  to  be  dis¬ 
cussed  during  the  closed  ix>rtion  and  the 
reasons  why  the  portion  should  be  closed. 
The  Commissioner,  based  upcm  this  re¬ 
quest  and  with  the  concurrence  of  the 
Chief  Counsel,  shall  determine  whether 
to  close  a  portion  of  an  advisory  conunit- 
tee  meeting.  The  reasons  for  closing  a 
portion  of  a  meeting  shall  be  announced 
in  the  Federal  Register  notice  of  the 
meeting  published  pursuant  to  !  14.20  in 
accordance  with  the  following  rules : 

(1)  Any  determination  to  close  a  por¬ 
tion  of  a  meeting  shall  restrict  such 
closing  to  the  shortest  possible  time  con¬ 
sistent  with  the  policy  established  in  this 
section. 

(2)  A  portion  of  a  meeting  may  be 
closed  only  if  the  Commissioner  deter¬ 
mines  that  the  closing  is  permitted  under 
5  U.S.C.  552b (c),  and  that  the  closing  Is 
necessary. 

(3)  Examples  of  portions  of  advisory 
committee  meetings  which  ordinarily 
may  be  closed  include  the  review,  dis¬ 
cussion,  and  evaluation  of  drafts  of  reg¬ 
ulations  or  guidelines  or  similar  pre¬ 
existing  internal  agency  documents,  but 
only  if  their  premature  disclosure  is 
likely  to  significantly  frustrate  imple¬ 
mentation  of  proposed  agency  action;  re¬ 
view  of  trade  secrets  and  cdhfldential 
commercial  or  flnancial  information; 
consideration  of  matters  involving  in¬ 
vestigatory  flies  compiled  for  law  en¬ 
forcement  purposes;  and  review  of  mat¬ 
ters  disclosure  of  which  would  constitute 
a  clearly  unwarranted  invasion  of  per¬ 
sonal  privacy. 

(4)  Examples  of  advisory  committee 
meetings  which  ordinarily  shall  not  be 
closed  include  the  review,  discussicm,  and 
evaluaticm  of  general  preclinical  and 
clinical  test  protocols  and  procedures  for 
a  class  of  drugs  or  devices;  consideration 
of  labeling  requirements  fm:  a  class  of 
marketed  drugs  and  devices;  review  of 
data  and  information  osx  specific  investi¬ 
gational  or  marketed  drugs  and  devices 
which  have  previously  been  made  public; 
presentation  of  any  other  data  ot  infor¬ 
mation  which  is  not  exempt  from  public 
disclosure  pursuant  to  5  n.S.C.  552b  (c) ; 
and  deliberative  sessions  to  formulate  ad¬ 
vice  and  recommaidations  to  the  ag^cy 
on  matters  that  do  not  independently 
Justify  closing. 

(5)  No  portion  of  an  advisory  c(xnmit- 
tee  meeting  devoted  to  matters  other 


than  those  designated  in  paragraph  (b) 

(1)  through  (3)  of  this  section  may  be 
closed. 

(6)  A  matter  vriUeh  is  properly  con¬ 
sidered  in  an  open  pcnrtion  o/l  an  advisory 
ccxnmittee  meeting  may  instead  be  con¬ 
sidered  in  a  closed  portkm  only  if  it  is  so 
inextricably  intertwined  with  matters  to 
be  discussed  in  a  closed  portion  that  it  is 
not  feasible  to  separate  them  or  discus¬ 
sion  of  the  matter  in  an  open  portion 
would  compromise  or  impinge  upon  the 
matters  to  be  discussed  in  the  closed 
portion. 

(c)  Attendance  at  a  closed  portion  of 
an  advisory  committee  meeting  shall  be 
governed  by  the  following  rules: 

(1)  A  portion  of  an  advisory  commit¬ 
tee  meeting  that  has  been  closed  for  the 
presentation  or  discussion  of  data  and 
information  that  constitute  trade  secrets 
or  confidential  commercial  or  financial 
information  as  defined  in  S  20.61  of  this 
chapter,  shall  be  attended  only  by  voting 
advisory  committee  members,  nonvoting 
members  representing  consumer  inter¬ 
ests  who  are  also  special  government  em¬ 
ployees  as  provided  in  S  14.80(b),  the 
executive  secretary  of  the  advisory  com¬ 
mittee,  a  transcriber,  consultants,  and 
such  other  regular  employees  of  the  Food 
and  Drug  Administration  (including 
members  of  the  Office  of  the  CThief  Coun¬ 
sel)  as  the  chairman  of  the  advisory  com¬ 
mittee  may  invite,  and,  by  those  persons 
authorized  to  be  present,  as  provided  in 
§  14.25(c),  for  presentation  of  data  and 
information  which  are  prohibited  from 
public  disclosure.  Any  person  making  a 
presentation  described  in  §  14.25(c)  may 
be  accompanied  by  a  reasonable  number 
of  employees,  consultants,  or  other  per¬ 
sons  with  whom  he  has  a  commercial 
arrangement  within  the  meaning  of 
§  20.81(a)  of  this  chapter. 

(2)  A  portion  of  an  advisory  commit¬ 
tee  meeting  that  has  been  closed  for  con¬ 
sideration  of  existing  internal  agency 
documents  falling  within  {  20.62  of  this 
chapter  where  premature  disclosure  is 
likely  to  significantly  frustrate  imple¬ 
mentation  of  proposed  agency  action; 
consideration  of  personnel,  medical,  and 
similar  files,  disclosure  of  which  would 
constitute  a  clearly  imwarranied  in¬ 
vasion  of  personal  privacy  within  the 
meaning  of  §  20.63  of  this  chapter;  or 
consideration  of  investigatory  records 
compiled  for  law  enforcement  purposes 
as  defined  in  §  20.64  of  this  chapter  shall 
be  attended  only  by  advisory  committee 
members  (including  all  voting  and  non¬ 
voting  members) ,  the  executive  secretary 
of  the  advisory  committee,  a  transcriber, 
and  such  other  regular  employees  of  the 
Food  and  Drug  Administration  (includ¬ 
ing  members  of  the  Office  of  the  Chief 
Counsel)  as  the  chairman  of  the  ad¬ 
visory  committee  may  invite.  Consult¬ 
ants.  individuals  performing  personal 
service  contracts,  employees  of  other 
Federal  agencies,  and  the  general  public 
may  not  attend  <uch  portions. 

(3)  If  any  person  other  than  a  person 
permitted  to  attend  in  accordance  with 
paragraph  (c)  (1)  and  (2)  of  this  sec¬ 
tion  attempts  to  attend  a  closed  portion 
of  an  advisory  committee  meeting  with¬ 
out  the  approval  of  the  executive  secre- 
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tary  and  the  chairman,  and  the  matter 
is  brought  to  their  attention,  such  per¬ 
son  will  be  required  to  leave  the  meeting 
immediately.  Such  inadvertent  and  un¬ 
authorized  attendance  shall  not  enable 
othM*  unauthorized  persons  to  attend, 
nor  shall  such  attendance,  of  itself,  con¬ 
stitute  grounds  for  release  of  transcripts 
of  such  closed  portions  or  any  other  doc¬ 
uments  otherwise  exempt  from  disclosure 
under  S  14.75  and  Part  20  of  this  chapter. 

(4)  If  any  person  other  than  a  person 
permitted  to  attend  in  accordance  with 
paragraph  (c)  (1)  and  (2)  of  this  sec¬ 
tion  is  allowed  by  the  executive  secretary 
and  the  chairman  to  attend  a  closed 
portion  of  an  advisory  committee  meet¬ 
ing,  that  portion  shall  be  open  to  attend¬ 
ance  by  any  interested  person. 

§  14.29  Conduct  of  a  public  hearing  be¬ 
fore  a  public  adviitory  committee. 

(a)  For  each  advisory  committee 
meeting,  the  open  px>rtion  for  public 
participation  which  constitutes  a  public 
hearing  pursuant  to  §  14.25(a)  shall  be 
at  least  1  hour  long  unless  the  public  par¬ 
ticipation  does  not  last  that  long,  and 
may  last  for  whatever  longer  time  the 
advisory  committee  chairman  determines 
will  facilitate  the  work  of  the  advisory 
committee.  TTie  Federal  Register  no¬ 
tice  published  pursuant  to  §  14.20  shall 
designate  the  time  sjjecifically  reserved 
for  such  public  hearing,  which  shall 
ordinarily  be  the  first  portion  of  the 
meeting.  Further  public  participation  in 
any  open  porti(«  of  the  meeting  pur¬ 
suant  to  §  14.25(b)  shall  be  solely  at  the 
discretion  of  the  advisory  committee 
chairman. 

(b)  Any  interested  person  who  wishes 
to  be  assured  of  the  J*ight  to  make  an 
oral  presentation  at  a  particular  advi¬ 
sory  committee  hearing  shall  so  inform 
the  executive  secretary  of  the  advisory 
committee  or  other  designated  agency 
employee,  orally  or  in  writing,  prior  to 
the  advisory  committee  meeting. 

(1)  Such  person  shall  state  the  gen¬ 
eral  nature  of  the  presentation  and  the 
approximate  time  requested.  Whenever 
possible,  all  written  data  and  informa¬ 
tion  to  be  discussed  by  that  person  at 
the  advisory  committee  hearing  shall  be 
furnished  in  advance  to  the  executive 
secretary  or  other  designated  agency  em¬ 
ployee.  Such  written  material  may  be 
distributed  or  mailed  to  the  advisory 
committee  members  in  advance  of  the 
committee  meeting  if  time  permits,  and 
otherwise  will  be  distributed  to  the  ad¬ 
visory  committee  members  when  they  ar¬ 
rive  for  the  meeting.  Such  mailing  or  dis¬ 
tribution  shall  be  undertaken  only  by  the 
agency  unless  the  agency  specifically  per¬ 
mits  the  person  making  the  presentation 
to  mail  or  distribute  such  material. 

(2)  Prior  to  the  advisory  committee 
hearing,  the  executive  secretary  or  other 
designated  agency  employee  shall  det^- 
mine  the  amount  of  time  allocated  to 
each  person  for  his  oral  presentation 
and  the  time  that  oral  presentation  is 
scheduled  to  begin.  Each  such  person 
rHiJI  be  so  informed  in  writing,  w  if  the 
time  prior  to  the  hearing  is  short,  by 
telephone.  Joint  presentations  may  be 


required  by  persons  with  c<Hnmon  in¬ 
terests. 

(c)  The  chairman  of  the  advisory  com¬ 
mittee  shall  preside  at  the  hearing  pur¬ 
suant  to  S  14.30  and  shall  be  accom¬ 
panied  by  other  advisory  committee 
members  who  shall  serve  as  a  panel  in 
conducting  the  hearing. 

(d)  Each  person  may  use  his  allotted 
time  in  whatever  way  he  wishes,  consist¬ 
ent  with  a  reasonable  and  orderly  hear¬ 
ing.  A  ijerson  may  be  accompanied  by  any 
number  of  additional  persons,  and  may 
present  any  written  data,  information, 
or  views  for  inclusion  in  the  record  of  the 
hearing,  subject  to  the  requirements  of 
§  14.35(c). 

(e)  If  a  person  is  not  present  at  the 
time  specified  for  his  presentation,  the 
perswis  following  will  appear  in  order. 
An  attempt  will  be  made  to  hear  any 
such  person  at  the  conclusion  of  the 
hearing.  Any  interested  persons  attend¬ 
ing  the  hearing  who  did  not  request  an 
opportimity  to  make  an  oral  presentati<Mi 
shall  be  given  an  opportunity  to  make  an 
oral  presentation  at  the  cMiclusion  of 
the  hearing,  in  the  discretiwi  of  the 
chairman  of  the  advisory  ewnmittee,  to 
the  extent  that  time  permits. 

(f)  The  chairman  and  other  members 
of  the  advisory  committee  may  question 
any  person  during  or  at  the  ccmclusion 
of  his  presentation.  No  other  person  at¬ 
tending  the  hearing  may  question  a  per¬ 
son  making  a  presentation.  The  chairman 
may  allot  additional  time  to  any  person 
when  he  concludes  that  it  is  in  the  public 
interest,  but  may  not  reduce  the  time 
allotted  for  any  person  without  his 
consent. 

(g)  Public  participants  may  question 
an  advisory  committee  member  only  with 
that  advisory  committee  manber’s  per- 
missiMi  and  only  about  matters  before 
the  advisory  conunittee. 

(h)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  relat¬ 
ing  to  the  admissibility  of  data,  informa¬ 
tion,  and  views  shall  be  made  or  consid¬ 
ered.  but  other  participants  may  com- 
nient  upon  or  rebut  all  such  data,  infor¬ 
mation,  and  views.  No  participcuit  may 
interrupt  the  presentaticxi  oi  another 
participant  at  any  hearing  for  any 
reason. 

§  14.30  QiairiiiHn  of  a  public  ad\i!>ory 
committee. 

(a)  The  advisory  committee  chairman 
shall  have  the  authority  to  conduct  hear¬ 
ings  and  meetings,  including  the  author¬ 
ity  to  adjourn  any  hearing  or  meeting 
whenever  he  determines  adjournment  to 
be  in  the  public  interest,  to  dlsccmtlnue 
discussion  of  a  particular  matter,  to  con¬ 
clude  the  open  portion  of  a  meeting, 

to  take  any  other  action  in  furtherance 
ot  a  fair  and  expeditious  hearing  or 
meeting. 

(b)  If  the  chairman  is  not  a  full-time 
employee  of  the  Food  and  Drug  Admin¬ 
istration,  the  executive  secretary  of  the 
advisory  committee  or  other  designated 
agency  employee,  or  his  alternate,  shall 
be  the  designated  Federal  employee  who 
is  assigned  to  the  advisory  committee. 


The  designated  Federal  employee  is  also 
authorized  to  adjourn  any  hearing  or 
meeting  whenever  he  determines  ad- 
joummoit  to  be  in  the  public  interest. 

§14.31  Consultation  by  a  public  advi¬ 
sory  committee  with  other  persons. 

(a)  An  advisory  committee  may  con¬ 
fer  with  any  person  who  may  have  data, 
information,  or  views  relevant  to  any 
matter  pending  before  the  advisory  com¬ 
mittee. 

(b)  Any  interested  person  may- submit 
to  the  advisory  committee  a  written  re¬ 
quest  that  it  confer  with  specific  persons 
who  may  have  data,  information,  or 
views  relevant  to  any  matter  pending 
before  the  advisory  committee.  Such  re¬ 
quest  shall  state  why  the  advisory  com¬ 
mittee  should  confer  with  the  person, 
and  why  the  views  of  that  person  can¬ 
not  reasonably  be  furnished  to  the  ad¬ 
visory  committee  by  any  other  means. 
The  advisory  committee  may,  in  its  dis¬ 
cretion,  grant  or  deny  such  a  request. 

(c)  When  an  advisory  committee 
wishes  to  confer  with  a  person  who  is  not 
a  Federal  Government  executive  branch 
employee,  the  committee  shall  only  con¬ 
fer  with  the  person  during  the  open  por¬ 
tions  of  a  meeting.  Such  person  may, 
however,  submit  his  views  in  writing  to 
the  committee  as  part  of  the  administra¬ 
tive  record  imder  {  14.70.  Such  person 
shall  participate  at  the  closed  portions  of 
a  meeting  only  if  he  is  appointed  as  a 
special  government  employee  by  the 
Commissioner  as  provided  in  paragraph 
(e)  of  this  section.  This  paragraph  (c) 
is  not  hitended  to  bar  the  testimony  of  a 
person  during  a  closed  portion  of  a  meet¬ 
ing  relative  to  matters  prohibited  from 
public  disclosure  as  provided  in  S  14.25 

(c)  and  S  14.27(c). 

(d)  To  prevent  inadvertent  \'iolation 
of  Federal  c(Mifiict  of  Interest  laws  and 
laws  prohibiting  disclosure  of  trade  se¬ 
crets  (18  U.S.C.  208,  21  U.S.C.  331  (J),  18 
U.B.C.  1905),  Federal  executive  branch 
employees  who  are  not  employees  of  the 

■  Department  shall  not  confer,  testify,  or 
otherwise  participate  (other  than  as  ob¬ 
servers)  at  any  portion  of  an  advisory 
committee  meeting  unless  they  are  ap¬ 
pointed  as  special  government  emplos^ees 
by  the  Commissioner  as  provided  in  para¬ 
graph  (e)  of  this  section.  This  paragraph 
shall  not  apply  to  Federal  executive 
branch  employees  who  are  appointed  as 
members  of  the  Technical  Electronic 
Product  Radiation  Safety  Standards 
Committee  as  provided  in  S  14.127. 

(e)  The  Commissioner  may  appoint 
persons  as  special  government  employees 
to  be  consultants  to  a  public  advisory 
committee.  Such  consultants  may  be  ap¬ 
pointed  to  provide  expertise,  generally 
concerning  a  highly  technical  matter, 
not  readily  available  fiXMn  the  members 
of  the  committee.  Such  persons  may  be 
either  from  outside  the  government  or 
fr(Hn  agencies  other  than  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare. 
Reports,  data,  information,  and  other 
written  submissions  made  to  a  public  ad¬ 
visory  committee  by  a  consultant  shall  be 
part  of  the  administrative  record  item¬ 
ized  in  f  14.70 
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§  14.33  Compilation  of  materials  for 
members  of  a  public  advisorr  com¬ 
mittee. 

The  Commissioner  shall  prepare  and 
provide  to  aH  advisory  committee  mem¬ 
bers  a  compilation  of  materials  bearing 
upon  an  advisory  committee  member's 
duties  and  responsibilities,  including: 

(a)  All  applicable  conflict  of  Interest 
laws  and  regulations  and  a  summary  of 
their  principal  [wovisimis. 

(b)  All  applicable  laws  and  regula¬ 
tions  relating  to  trade  secrets  and 
ccmfidential  commercial  or  financial  in¬ 
formation  that  may  not  be  disclosed 
publicly  and  a  summary  of  their  princi¬ 
pal  provisions. 

(c)  All  applicable  laws,  regulations, 
and  guidelines  relating  to  the  subject 
matter  covered  by  the  advisory  commit¬ 
tee  and  a  summary  of  their  principal 
provisions. 

(d)  All  aiwlicable  laws,  regulations, 
advisory  committee  charters.  Fsdekal 
Rscisna  notices,  curricula  vitae,  rules 
adopted  by  the  advisory  committee,  and 
other  materlsd  relating  to  the  formation, 
composition,  and  operation  of  the  advi¬ 
sory  committee,  and  a  siunmary  of  their 
principal  provisiODS. 

(e)  Instructions  on  whom  to  contact 
when  any  questions  arise. 

Cf)  Such  other  material  relating  to 
the  Food  and  Drug  Administration  and 
the  subject  matter  covered  by  the  com¬ 
mittee  as  may  facilitate  the  work  of  the 
advisory  ccanmlttee. 

§  14.3S  Written  submiiuuonA  to  a  public 
advisory  committee. 

(a)  Tai  copies  of  all  written  submis¬ 
sions  for  an  advisory  committee  shall  be 
sent  to  the  executive  secretary  of  the  ad¬ 
visory  committee,  unless  an  applicable 
Federal  Register  notice  or  other  regula¬ 
tions  in  this  chapter  specify  otherwise. 
All  such  submissions  shall  be  subject  to 
the  provisions  of  S  10.20  of  this  chapter, 
except  that  no  copies  need  be  sent  to  the 
Hearing  Clerk. 

(b)  At  the  request  of  an  advisory  com¬ 
mittee.  or  on  his  own  initiative,  the  Com¬ 
missioner  may  at  any  time  issue  in  the 
Federal  Register  a  notice  requesting  the 
submission  to  the  advisory  committee  of 
written  data,  Information,  and  views 
pertinent  to  any  matter  being  reviewed 
by  an  advisory  committee.  Such  notice 
may  specify  the  format  in  which  the  sub¬ 
mission  shall  be  made,  the  number  of 
copies  .to  be  subthitted,  and  the  time 
within  which  submission  shall  be  made. 

(c)  At  the  request  of  an  advisory  c(xn- 
mittee,  or  on  his  own  initiative,  the  C(mi- 
mlssloner  may  at  any  time  request  the 
applicant  or  sponsor  of  an  application 
or  petition  relating  to  a  specific  product 
on  which  actiim  is  pending  before  the 
Food  and  Drug  Administration  and  that 
is  being  reviewed  by  an  advisory  commit¬ 
tee.  to  present  and/or  discuss  safety,  ef¬ 
fectiveness,  or  other  data  concerning  the 
product  being  reviewed  during  a  regu¬ 
larly  scheduled  meeting  of  the  advisory 
committee.  The  request  may  be  for  an 
oral  presentation  to  the  committee  or  for 
a  concise,  well-organized  written  sum¬ 


mary  of  pertinent  information  for  review 
by  the  committee  members  prior  to  the 
meeting,  or  both.  Unless  speclfled  other¬ 
wise.  one  copy  of  the  written  summary 
along  with  a  proposed  agmda  outlining 
the  topics  to  be  covered  and  identifsdng 
the  participating  industry  staff  members 
or  consultants  that  will  present  each 
topic  shall  be  submitted  to  the  executive 
secretary  of  the  ccanmittee  or  other  des¬ 
ignated  agency  employee  at  least  3 
weeks  prior  to  the  meeting. 

(d)  Any  interested  person  may  submit 
to  an  advisory  committee  written  data, 
information,  or  views  on  any  matter  be¬ 
ing  reviewed  by  that  advisory  commit¬ 
tee.  Voluminous  data  shall  be  accom¬ 
panied  by  a  summary. 

(1>  Any  such  submission  shall  be  dis¬ 
tributed  to  each  advisory  committee 
membo',  either  by  mail  or  at  the  next 
advismry  committee  meeting,  and  shall 
be  considered  by  the  advisory  committee 
in  its  review  of  the  matter. 

(2)  An  advisory  committee  may  estab¬ 
lish,  and  shall  give  public  notice  of,  a 
cutoff  date  after  whi^  submissions  re¬ 
lating  to  any  matter  shall  no  longer  be 
received  or  considered. 

(e)  The  Commissioner  shall  provide 
to  an  advisorj'  committee  all  data  and 
information  he  concludes  to  be  relevant 
to  any  matter  being  reviewed  by  the  ad¬ 
visory  committee.  Any  membw  of  the 
advisory  committee  shall,  upon  request, 
also  be  provided  any  additional  material 
available  to  the  Food  and  Drug  Admin¬ 
istration  which  he  believes  approraiate 
for  an  independent  judgment  on  the 
matter,  e.g.,  raw  data  underlying  any 
sionmary  or  report,  or  a  briefing  on  the 
legal  aspects  of  the  matter. 

§  14.39  Additional  nile*  for  a  partH-nlar 
publir  adviaory  roiaaitler. 

(a)  In  addition  to  the  rules  estab¬ 
lished  for  all  Food  and  Drug  Administra¬ 
tion  advisory  committees  In  this  subpart, 
any  advisory  committee  may,  with  the 
concurrence  of  the  designated  FMeral 
official,  adopt  additional  rules  whMi  are 
not  inconsistent  with  this  subpart  or 
with  applicable  legal  requirements. 

(b)  Such  additional  rules  shall  be  In¬ 
cluded  In  the  minutes  of  the  meeting 
when  adopted  and  in  the  materials  com¬ 
piled  pursuant  to  1 14.33  and  shall  be 
available  for  public  disclosure  pursuant 
to  !  14.65(c). 

Subpart  C — Establishment  of  Public 
Advisory  Committaes 

§  14.40  KKtaUiafamrnt  and  rmcwal  of 
puUir  adriaary  mmmiticea. 

(a)  A  public  advisory  emnmittee  may 
be  established  or  renewed  whenever  it  is 
necessary  or  appropriate  for  such  an  ad¬ 
visory  cranmlttee  to  hold  a  public  hearing 
and  to  review  and  make  recommenda¬ 
tions  on  any  matter  pending  before  the 
Food  and  Drug  Administration.  Before 
an  advisory  ccMiunittee  is  established  (m* 
renewed  it  shall  first  be  approved  by  the 
Departm^t  pursuant  to  45  CFR  Part  11 
and  the  Office  of  Management  and 
Budget  piursuant  to  duly  promulgated 
procedures. 


(b>  Upon  the  establishment  re¬ 
newal  of  an  advisory  committee,  the 
CTommissioner  .shall  issue  in  the  ^obbal 
Rbcistbb  a  notice  certifying  that  the 
establishment  or  renewal  of  the  advisory 
committee  is  in  the  public  Interest  and 
stating  the  structure,  function,  and  pur¬ 
poses  of  the  advisory  committee  and.  if 
it  is  a  standing  advtocHy  committee,  shall 
amend  §  14.100  to  add  It  to  the  list  of 
standing  advisory  committees.  The  no¬ 
tice  shall  be  published  in  the  FsBBitAL 
Rbcistbr  at  least  IS  days  prior  to  the  fll- 
ing  of  the  advisory  cmnmittee  charter 
pursuant  to  paragraph  '<c>  oS  this  sec¬ 
tion. 

(c)  No  advisory  committee  shall  meet 
or  take  any  sustion  until  its  charter  is 
prepared  and  flled  as  required  by  section 
9(c)  of  the  Federal  Advisory  Committee 
Act.  This  requirement  shsdl  be  met  by  an 
advism-y  conunlttee  utillaed  by  the  Food 
and  Dnig  Adminlstratlaa.  even  though 
it  is  not  established  by  the  agency,  prior 
to  such  utilization. 

(d)  The  regulations  of  the  Depart¬ 
ment  cited  in  paragrai^  (a)  of  this  sec¬ 
tion  provide  that  the  charter  of  a  parent 
committee  may  inc<MTX>rate  information 
concerning  activities  of  a  subgroup.  In 
such  Instances,  a  subgroup  will  not  be 
estsd>lished  as  a  committee  distinct  from 
the  parent  committee.  However,  a  sub¬ 
group  will  be  established  as  a  separate 
committee  when  the  charter  of  the  par¬ 
ent  committee  does  not  incorp<wate  the 
activities  of  the  subgroup,  or  when  the 
subgroup  includes  members  who  are  not 
all  draam  from  the  parent  committee. 

(e)  An  advisory  committee  not  re¬ 
quired  by  law  will  be  established  or  uti¬ 
lized  only  if  it  is  in  the  public  interest 
and  only  if  its  functions  could  not  rea- 
scmably  be  perfmmed  by  other  existing 
advisory  c<Mnmittees  or  by  the  Food  and 
E>rug  Administration  directly. 

(f>  An  advisory  committee  shall: 

(1)  Have  a  clearly  defined  purpose. 

(2)  Have  a  meinbership  that  is  bal¬ 
anced  fairly  in  terms  of  the  points  of 
view  represented  in  light  of  the  functions 
to  be  performed.  Although  proportional 
representation  is  not  required,  there  shall 
be  no  discrimination  on  the  basis  of 
race,  color,  national  origin,  religion,  age. 
or  sex  in  the  selection  of  advisory  com¬ 
mittee  members. 

(3)  Be  constituted  and  utilize  proce¬ 
dures  designed  to  assure  that  its  advice 
and  reconunendations  are  not  Inappro- 
piiately  influenced  by  any  special  inter¬ 
est  or  by  the  Food  and  Drug  Adminis¬ 
tration.  and  are  the  result  of  the  advi¬ 
sory  committee’s  independent  judgment. 

(4)  Have  an  adequate  staff.  The  Com¬ 
missioner  shall  designate  an  executive 
secretary  and  alternate  for  every  advi¬ 
sory  committee,  who  shall  be  employees 
of  the  Food  and  Drug  Administration. 
The  executive  secretary  shall  be  respon¬ 
sible  for  all  staff  support  for  the  advisory 
committee  unless  other  agency  employ¬ 
ees  are  specifically  designated  for  thla 
function  with  req?ect  to  particular  ad¬ 
visory  committees. 

(5)  Whenever  feasible.  Or  required  by 
statute,  include  representatives  of  the 
public  interest. 
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§  14.55  Termination  of  public  advisory 
committeea. 

(a)  Except  as  provided  in  paragn^h 

(c)  of  this  section,  a  standing  advisory 
committee  shall  be  terminated  when  it 
is  no  longer  needed  and  in  any  event 
shall  terminate  not  later  than  two  years 
following  its  date  of  establishment  un¬ 
less  it  is  renewed  for  an  additional  2- 
year  period.  An  advisory  committee  may 
be  renewed  for  as  many  2-year  periods 
as  the  public  interest  requires.  The  re¬ 
quirements  for  establishment  of  an  ad¬ 
visory  committee  pursuant  to  §  14.40 
shall  also  apply  to  renewal  of  an  advi¬ 
sory  committee. 

(b)  Upon  termination  of  any  advi¬ 
sory  committee  the  Commissioner  shall 
issue  in  the  Federal  Register  a  notice 
annoimcing  the  termination  and  the 
reasons  therefor  and,  if  it  is  a  standing 
advisory  committee,  amending  §  14.100 
to  delete  it  from  the  list  of  standing 
advisory  committees. 

(c)  The  Technical  Electronic  Product 
Radiation  Safety  Standards  Ccmunittee 
is  a  permanent  statutory  advisory  com¬ 
mittee  established  by  section  358(f)  (1) 
(A)  of  the  Public  Health  Service  Act  (42 
UH.C.  263f(f)(l)(A)),  as  added  by  the 
Radiation  Control  for  Health  and  Safety 
Act  of  1968,  and  is  not  subject  to  the  ter¬ 
mination  and  renewal  provisions  of  par¬ 
agraph  (a)  of  this  section,  except  that 
a  new  charter  shall  be  prepared  and  filed 
at  the  end  of  each  2-year  period  as  pro¬ 
vided  in  §  14.40(c).  Also,  the  statutory 
medical  device  classification  panels  es¬ 
tablished  imder  section  513(b)  (1)  'of  the 
act.  and  the  statutory  medical  device 
good  manufacturing  practices  advisory 
committees  established  imder  section 
520(f)  (3)  of  the  act,  are  specifically  ex¬ 
empted  from  the  normal  2 -year  duration 
period. 

(d)  The  Board  of  Tea  Experts  is  a  per¬ 
manent  statutory  advisory  (xunmittee 
established  by  the  Tea  Importation  Act 
(21  UJS.C.  42),  and  is  not  subject  to  the 
termination  and  roiewal  provisions  of 
paragraph  (a)  of  this  section,  except 
that  a  new  charter  shall  be  prepared  and 
filed  at  the  end  of  each  2-year  period 
as  provided  in  §  14.40  (c) . 

(e)  C?olor  additive  advisory  commit¬ 
tees  are  required  to  be  established  imder 
the  circumstances  specified  in  section 
706(b)(5)  (C)  and  (D)  of  the  act.  A 
color  additive  advisory  committee  is  sub¬ 
ject  to  the  termination  and  renewal  re¬ 
quirements  of  the  Federal  Advisory  Com¬ 
mittee  Act  and  of  this  part. 

Subpart  D — Records  of  Meetings  and  Pub¬ 
lic  Hearings  Before  Public  Advisory  Com¬ 
mittees 

§  14.60  Minutes  and  reports  of  public 
advisor^'  committee  meetings. 

(a)  The  executive  secretary  or  other 
designated  agency  employee  shall  pre¬ 
pare  detailed  minutes  of  all  advisory 
committee  meetings,  except  that  less  de¬ 
tailed  minutes  may  be  prepared  for  open 
portions  of  meetings  which  are  tran¬ 
scribed  or  recorded  by  the  agency.  Their 
accuracy  shall  be  approved  by  the  advi¬ 
sory  cixnmittee  and  certified  by  the  advi¬ 
sory  committee  chairman.  Such  approval 


and  certification  may  be  accomplished  by 
mail  and  by  telei^one. 

(b)  The  minutes  shall  include: 

(1)  The  time  and  place  of  the  meet¬ 
ing. 

(2)  The  advisory  ccunmittee  members, 
committee  staff,  and  agency  employees 
present,  and  the  names  and  affiliations 
or  interests  of  public  participants  in  the 
meeting. 

(3)  A  copy  of  or  reference  to  all  writ¬ 
ten  information  made  available  for  con¬ 
sideration  by  the  advisory  committee  at 
such  proceedings. 

(4)  A  complete  and  accurate  descrip¬ 
tion  of  matters  discussed  and  conclusions 
reached.  Such  description  shall  be  kept 
separately  for  the  following  portions  of 
the  meeting  to  facilitate  their  public  dis¬ 
closure:  The  open  portions  specified  in 
§  14.25  (a)  and  (b) ,  any  closed  portion 
during  which  a  presentation  is  made  pur¬ 
suant  to  §  14.25(c).  and  any  closed  de¬ 
liberative  portion  pursuant  to  S  14.25(d). 
The  minutes  of  a  closed  deliberative  por¬ 
tion  of  a  meeting  shall  not  refer  to  ad¬ 
visory  committee  members  by  name,  ex¬ 
cept  upon  their  request,  or  to  data  or 
information  describe  in  S  14.75(b).  Any 
such  Inadvertent  references  vdilch  do 
occur  shall  be  deleted  prior  to  public  dis¬ 
closure. 

(5)  A  copy  of  or  reference  to  all  re¬ 
ports  received.  Issued,  or  approved  by  the 
advisory  committee. 

(6)  The  extent  to  which  the  meeting 
was  open  and  closed  to  the  iHiblic. 

(7)  The  extent  of  public  participatlcm, 
including  a  list  of  members  of  the  public 
who  presented  oral  or  written  state¬ 
ments. 

(c)  For  all  advisory  committee  meet¬ 
ings  any  portion  of  which  is  closed,  either 
(1)  the  minutes  of  the  closed  portion 
shall  be  available  for  public  disclosure 
pursuant  to  §  14.75(a)  (6)  (i) ,  (u*  (2)  if 
pursuant  to  §  14.75(a)(6)  (ii)  such  min¬ 
utes  are  not  promptly  available,  the  ex¬ 
ecutive  secretary  or  other  designated 
agency  employee  shall  prepare  a  brief 
summary  of  the  matters  considered  in 
such  manner  as  Is  informative  to  the 
public,  consistent  with  the  policy  of  5 
U.S.C.  552(b). 

(d)  Where  a  significant  portion  of  the 
meetings  of  an  advisory  committee  is 
closed,  the  advisory  committee  shall  is¬ 
sue  a  report  at  least  annually  setting 
forth  a  summary  of  its  activities  and 
such  related  matters  as  would  be  inform¬ 
ative  to  the  public  consistent  with  the 
policy  of  5  UJ3.C.  552(b).  Such  report 
shall  be  a  compilation  of  or  be  pr^^ared 
fnrni  the  individual  reports  on  closed 
portions  of  meetings  prepared  pursuant 
to  paragraph  (c)  of  this  section. 

(e)  The  executive  secretary  of  each 
advisory  committee  or  other  designated 
agency  employee  shall,  with  the  ai^roval 
of  the  advisory  committee,  prepare  an 
annual  report  describing  its  membership, 
fimctions,  recommendations,  and  other 
actions. 

§  14.61  Transcripts  of  public  advisory 
committee  meetings. 

(a)  A  transcript  or  receding  shall  be 
made  for  each  portion  of  every  advisory 
committee  meeting.  Any  such  transcrip¬ 


tion  (h:  recording  shall  be  arranged  by 
the  agency. 

(b)  A  transcript  or  recording  of  an 
open  portion  of  an  advisory  committee 
meeting  made  by  the  Food  and  Drug  Ad¬ 
ministration  shall  be  included  in  the  rec¬ 
ord  of  the  advisory  cwnmittee  proceed¬ 
ings. 

(c)  A  transcript  or  recording  of  any 
closed  porticxi  of  an  advisory  committee 
meeting  made  by  the  Food  and  Drug 
Administration  shall  not  be  included  in 
the  administrative  record  of  the  advisory 
committee  proceedings.  Such  transcript 

recording  shall  be  retained  as  confi¬ 
dential  by  the  P\x>d  and  Drug  Adminis¬ 
tration  and  shall  not  be  discarded  or 
erased. 

(d)  Any  transcript  or  recording  of  an 
advisory  committee  meeting  or  portion 
thereof  which  is  publicly  available  pur¬ 
suant  to  this  section  shall  be  available 
at  actual  cost  of  duplication,  which  shall 
be,  where  applicable,  the  fees  established 
in  S  20.42  of  this  chiq>ter.  The  Food  and 
Drug  Administration  may  furnish  the 
requested  transcript  or  recording  for 
copying  to  a  private  contractor  who  shall 
charge  directly  for  the  cost  of  copying 
pursuant  to  S  20.51  of  this  chapter. 

(e)  Any  person  attending  any  open 
portion  of  an  advisory  committee  meet¬ 
ing  may,  consistent  with  the  orderly  con¬ 
duct  of  the  meeting,  record  or  otherwise 
take  his  own  transcript  of  the  meeting. 
Such  transcriptl(m  shall  not  be  part  of 
the  administrative  record. 

(f)  No  person  attending  any  closed 
portion  of  any  advisory  committee  meet¬ 
ing  may  record  or  otherwise  take  his  own 
transcript  of  the  meeting,  except  for  an 
official  transcript  or  recording  arranged 
by  the  Food  and  Drug  Administration. 

§  14.65  Public  inquiries  and  requests 
tor  public  advisory  committee  rec¬ 
ords. 

(a)  Public  inquiries  on  general  advi¬ 
sory  committee  matters,  except  requests 
for  records,  shall  be  directed  to:  Ccmi- 
mittee  Management  Officer  (HFS-20), 
Office  of  the  Associate  Commissioner  for 
Science,  Food  and  Drug  Administration, 
5600  Fishers  Lane,  Rockville,  MD  20857. 

(b)  Public  Inquires  on  matters  re¬ 
lating  to  a  specific  advisory  committee, 
except  requests  for  records,  shall  be  di¬ 
rect^  to  the  executive  secretary  of  the 
advisory  committee  or  other  designated 
agency  employee  as  listed  in  the  Federal 
Register  notices  published  pursuant  to-' 
§  14.20. 

(c)  All  requests  for  public  advisory 
committee  records,  including  minutes, 
shall  be  made  to  the  Food  and  Drug  Ad- 
ministraticoi  Public  Records  and  Docu¬ 
ments  Center  pursuant  to  §  20.40  and  the 
related  provisions  of  Part  20  of  this  chap¬ 
ter. 

§  14.70  Administrative  record  of  a  pub¬ 
lic  hearing  before  a  public  advisory 
committee. 

(a)  Advice  or  reccnnmendations  of  an 
advisory  committee  shall  be  given  only 
on  matters  covered  in  the  administrative 
record  of  the  advisory  committee’s  pro¬ 
ceedings.  Except  as  specified  otherwise  in 
regulations  in  this  chapter,  such  admin- 
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istrative  record  shall  consist  of  all  of  the 
foUowhig: 

(1)  Any  trsmscrlpt  or  recordln^r  that 
was  made  of  any  open  portion  of  a  meet¬ 
ing  relating  to  the  matter. 

(2)  llie  minutes  of  all  portions  of  all 
advisory  committee  meetings  rdatlng  to 
the  matter,  after  smy  deletions  pursuant 
to  S  14.60(b)(4). 

(3)  All  wrlttoo  submissions  made  to 
and  data  and  Information  considered  by 
the  advisory  committee  relating  to  the 
matter. 

(4)  All  reports  made  by  the  advisors' 
committee  relating  to  the  matter. 

(b)  The  record  of  the  administrative 
proceeding  .sha.ll  be  closed  at  the  time  the 
advisory  committee  renders  Its  advice  or 
recommendations  or  at  any  earlier  time 
specified  by  the  advisory  committee  or 
In  other  sections  In  this  chapter. 

§  14.75  Examination  of  odminiKtralive 
rorord  and  oihrr  advisory  committer 
records. 

(а)  The  administrative  record  and 
other  advisory  committee  records  shall 
be  available  for  public  disclosure  pursu¬ 
ant  to  the  provikcms  of  Part  20  of  this 
chapter,  except  as  provided  In  paragraph 

(b)  of  this  section,  at  the  following  time: 

(1)  The  written  Information  made 
available  for  consideration  by  the  ad¬ 
visory  committee  at  any  meeting,  at  the 
same  time. 

(2)  The  transcript  or  recording  of  any 
open  portion  of  a  meeting,  as  soon  as 
It  Is  available. 

(3)  The  minutes  of  any  open  portion 
of  a  meeting,  after  they  have  been  ap¬ 
proved  by  the  advisory  committee  and 
certified  by  the  advisory  committee 
chairman. 

(4)  The  brief  summary  of  any  closed 
portion  of  a  meeting  prepared  pursuant 
to  S  14.60(c),  as  soon  as  it  Is  available. 

(5)  All  written  data,  information,  or 
views  submitted  to  the  advisory  commit¬ 
tee  at  any  open  portion  of  a  meeting,  as 
soon  as  they  are  so  submitted. 

(б)  The  minutes  or  portions  thereof 
of  any  closed  executive  portion  of  a 
meeting: 

(1)  For  any  matter  not  directed  to  be 
maintained  as  confidential  pursuant  to 
S  14.22(h)  (2),  after  they  have  been  ap¬ 
proved  by  the  advisory  committee  and 
certified  by  the'  advisory  committee 
chairman. 

(ii)  For  any  matter  directed  to  be 
maintained  as  confidential  pursuant  to 
§  14.22(h)  (2),  after  the  advice  or  report 
of  the  advisory  committee  relevant  to 
those  minutes  or  portlcms  thereof  Is 
acted  upon  by  the  Commissioner,  or  upon 
a  determination  by  the  Commissioner 
that  such  minutes  m*  portimis  thereof 
may  be  made  available  for  public  dis¬ 
closure  without  undue  interference  with 
agency  or  advisory  committee  operations. 

(7)  Any  fminal  advice  or  report  of  the 
advisory  cmnmittee,  after  It  has  been 
acted  upon.  l.e..  am>roved,  disapproved, 
or  rejected  as  Inadequate,  by  the  Com- 
mlslaoer,  or  upon  a  determination  by 
the  Commissioner  that  such  formal  ad- 
vlee  or  report  may  be  made  available  for 
public  dlscloeure  without  undue  Interfer¬ 


ence  with  agency  and/or  advisory  com¬ 
mittee  operations.  Such  formal  advice 
or  report  may  be  retained  as  confiden¬ 
tial  while  It  is  under  active  advisement. 

(8)  Any  other  advisory  committee  rec¬ 
ords  relating  to  the  matter  Involved,  ex¬ 
cept  transcripts  and  recordings  of  closed 
portions  of  advisory  committee  meetings, 
after  the  advice  or  report  of  the  advisory 
committee  relevant  to  those  records  is 
acted  upon  by  the  Commissioner,  or  upon 
a  determination  by  the  Commissioner 
that  such  records  may  be  made  available 
for  public  disclosure  without  undue  in¬ 
terference  with  agency  or  advisory  com¬ 
mittee  operations. 

(b)  The  following  data  and  informa¬ 
tion  contained  in  the  administrative  rec¬ 
ord  shall  not  be  available  for  public 
c.xamination  or  copying  except  as  pro¬ 
vided  in  §  12.32(g)  of  this  chapter: 

( 1 )  Material  provided  to  the  advisory 
committee  by  the  Food  and  Drug  Admin¬ 
istration  which  is  exempt  from  public 
disclosure  pursuant  to  the  provisions  of 
Part  20  of  this  chapter  and  the  regula¬ 
tions  referenced  therein. 

(2)  Material  provided  to  the  advisory 
committee  by  a  person  making  a  pres¬ 
entation  describe  In  i  14.25(c)  and 
which  is  prohibited  from  public  disclo¬ 
sure  pursuant  to  the  provisions  of  Part 
20  of  this  chapter  and  the  regulations 
referenced  therein. 

(c)  The  Public  Records  and  Docu¬ 
ments  Center  shall  maintain  a  file  for 
each  advisory  committee  containing  the 
following  principal  records  of  that  ad¬ 
visory  committee  for  ready  access  by  the 
public:  The  advisory  committee  charter, 
a  list  of  advisory  committee  members 
and  their  curricula  vitae,  the  minutes  of 
advisory  committee  meetings,  and  any 
formal  advice  or  report  of  the  advisory 
committee. 

Subpart  E — Members  of  Public  Advisory 
Committees 

§  1 1.80  Qualifications  for  members  of 
standing  policy  and  technical  advi* 
sory  committees. 

(a)  Members  of  policy  advisory  com¬ 
mittees.  which  advise  the  Commissioner 
on  broad  and  general  matters,  shall  pos¬ 
sess  the  following  qualifications : 

(1)  Policy  advisory  committee  mem¬ 
bers  shall  possess  diverse  interests,  edu¬ 
cation,  training,  and  experience.  Tech¬ 
nical  expertise  in  the  subject  matter  with 
which  the  advisory  committee  is  Invc^ved 
shall  not  be  a  requirement. 

(2)  Policy  advisory  committee  mem¬ 
bers  are  special  government  employees 
and  are  subject  to  the  conflict  of  Interest 
laws  and  regulatkms.  Hie  Commissioner 
has  determined  that,  because  members 
representing  partictilar  interests,  e.g..  a 
reiuesentative  of  labor,  industry,  con¬ 
sumers,  or  agriculture,  are  included  on 
advisory  committees  specifically  for  the 
purpose  of  representl^  such  interests, 
any  financial  interest  covered  by  18 
U.S.C.  208(a)  In  the  class  which  the 
member  represents  is  irrelevant  to  the 
services  which  the  government  expects 
from  them  and  thus  Is  hereby  exempted 
pursuant  to  18  U.S.C.  208(b)  as  too  re¬ 


mote  and  inconsequential  to  affect  the 
integrity  of  their  services. 

i3)  All  members  of  policy  advisory' 
committees  shall  be  voting  members. 

(b)  Members  of  technical  advisory 
committees,  which  advise  on  specific  reg¬ 
ulatory  issues,  shall  possess  the  follow¬ 
ing  qualifications: 

(1)  Voting  members  of  technical  advi- 
sory  committees : 

(i>  Shall  possess  expertise  in  the  par¬ 
ticular  subject  matter  with  which  the 
committee  is  concerned.  Members  shall 
have  diverse  professional  education, 
training,  and  experience  so  that  the  com¬ 
mittee  will  reflect  a  balanced  composition 
of  sufficient  scientific  expertise  to  handle 
the  problems  that  come  before  it. 

(ii)  Except  for  members  of  the  Tech¬ 
nical  Electronic  Product  Radiation 
Safety  Standards  Committee,  are  special 
government  employees,  subject  to  the 
ccmfiict  of  interest  laws  and  regulations. 

(2)  The  Commissioner  shall,  when  re¬ 
quired  by  statute,  and  when  not  required 
by  statute,  may  provide  for  nonvoting 
members  of  a  technical  advisory  com¬ 
mittee  to  serve  as  representatives  of  and 
liaison  with  Interested  .organizations. 
Nonvoting  members  of  technical  advisory 
committees : 

(1)  Shall  be  selected  by  the  interested 
organizations,  as  provided  in  §  14.84. 
Technical  expertise  in  the  subject  matter 
with  which  the  advisory  committee  is 
involved  shall  not  be  a  requirement. 

(ii)  May  be  special  government  em¬ 
ployees  subject  to  the  confiict  of  Interest 
laws  and  regulations,  except  as  provided 
in$  14.84(e). 

(c)  No  person  may  serve  as  a  voting 
or  nonvoting  member  on  more  than  one 
F\)od  and  Drug  Administration  advisory 
committee  unless  the  Commissioner  de¬ 
termines  in  writing  that  such  dual  mem¬ 
bership  will  facilitate  the  work  of  the 
committees  involved  and  is  in  the  public 
interest. 

(d)  Members  of  Food  and  Drug  Ad¬ 
ministration  advisory  committees  and 
the  chairman  thereof  shall  be  appointed 
from  among  those  nominated  pursuant 
to  S§  14.82  and  14.86  and  from  any  other 
sources  by  the  Secretary,  the  Assistant 
Secretary  for  Health,  or  the  Commis¬ 
sioner,  pursuant  to  duly  promulgated 
procedures  and  delegations  of  authority. 

(e)  Members  appointed  to  an  advisory 
committee  shall  continue  to  serve  for  the 
duration  of  the  advisory  committee,  or 
vmtil  their  terms  of  appointment  ex¬ 
pire,  they  resign,  or  are  removed  from 
membership  by  the  Commissioner. 

(f)  An  advisory  committee  member 
may  be  removed  from  membership  by 
the  Commissioner  for  good  cause.  Good 
cause  shall  include  excessive  unjustified 
absenteeism  from  advisory  committee 
meetings,  a  demonstrated  bias  which  In¬ 
terferes  with  the  ability  to  render  objec¬ 
tive  advice,  failure  to  abide  by  the  pro¬ 
cedures  established  In  this  subpart,  or 
violation  of  other  appUcable  niles  and 
regulations,  e.g.,  for  nonvoting  members, 
the  provisions  {  14.86(c) . 

(g)  Consultants  appointed  pursuant  to 
i  14.31(c)  are  not  members  of  public  ad¬ 
visory  committees. 
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§  14.82  Nominations  of  voting  members 
of  standing  advisory  committees. 

(a)  The  Commissioner  shall  publish 
one  or  more  notices  in  the  Federal  Regis¬ 
ter  each  year  requesting  nominations 
for  voting  members  of  all  existing  stand¬ 
ing  advisory  committees.  Each  such 
notice  shall  list  separately  the  standing 
advisory  committees  covered  by  the  no¬ 
tice  in  which  it  is  known  that  vacancies 
will  occur  during  the  next  12  months 
and  in  which  vacancies  are  not  expected 
but  may  occur.  The  notice  shall  invite 
the  submission  cC  nominations  for  voting 
members  for  iiny  vacancies  from  any 
interested  individual  as  well  as  from 
consumer,  industry,  and  professional  or¬ 
ganizations  for  the  advisory  committees 
listed. 

(b)  The  notice  published  in  the  Fed¬ 
eral  Register  announcing  the  estab¬ 
lishment  of  a  new  standing  advisory 
committee  pursuant  to  §  14.40(b)  shall 
invite  the  submission  of  nominations  for 
voting  members  for  such  advisory  com¬ 
mittee. 

(c)  Any  interested  person  may  nomi¬ 
nate  one  or  more  qualified  persons  as 
a  member  of  a  particular  advisory  com¬ 
mittee.  Nominations  shall  specify  the 
advisory  committee  for  which  the  nomi¬ 
nee  is  recommended.  A  complete  cur- 
riculiun  vitae  of  the  nominee  shall  be 
included.  Nominations  shall  state  that 
the  nominee  is  aware  of  the  nomination. 
Is  willing  to  serve  as  a  member  of  the 
advisory  committee,  and  appears  to  have 
no  conflict  of  interest  which  would  pre¬ 
clude  c<mimittee  membership. 

(d)  Voting  members  of  standing  tech¬ 
nical  advisory  committees  shall  serve  as 
individuals  and  not  as  representatives 
of  any  group  or  organization  which  nom¬ 
inated  them  or  with  which  they  may  be 
affiliated. 

§  14.84  Nomiiiation!>  and  selertion  of 
nonvoting  members  of  standing 
technical  advisory  committees. 

(a)  The  provisions  of  this  section  shall 
apply  whenever  the  Commissioner  con¬ 
cludes,  in  his  discretion,  that  a  standing 
technical  advisory  committee  should  in¬ 
clude  nonvoting  members  in  order  to 
represent  and  serve  as  a  liaison  with  in¬ 
terested  individuals  and  organizations. 

(b)  Except  where  the  Commissioner 
determines  otherwise,  nonvoting  mem¬ 
bers  of  a  standing  technical  advisory 
committee  shall  be  selected  in  accord¬ 
ance  with  paragraphs  (c)  and  (d)  of 
this  section  and  shall  be  limited  to  one 
member  selected  by  consumer  groups 
and  organizations  and  one  person  select¬ 
ed  by  industry  groups  and  organizations. 

(c)  With  respect  to  any  nonvoting 
member  representing  consumer  interests, 
and  except  as  provided  in  paragraph  (c) 
(5)  of  this  section,  the  Commissioner 
shall  publish  a  notice  in  the  Federal 
Register  requesting  nominations  for 
each  specific  standing  technical  advisory 
committee,  or  subcommittee  thereof,  for 
which  he  has  determined  that  nonvoting 
members  are  appropriate. 

(1)  A  period  of  30  days  shall  be  per¬ 
mitted  for  submission  of  such  nomina- 
tloDS  for  that  particular  advisory  c(mi- 
mlttee  or  subcommittee.  Any  interested 


person  may  nominate  (me  or  more  quali¬ 
fied  persons  as  a  nonvoting  monber  of 
a  particular  advisory  committee  to  repre¬ 
sent  consumer  interests.  Although  nomi¬ 
nations  from  individuals  will  be  accept¬ 
ed,  individuals  are  encouraged  to  submit 
their  nominations  through  consumer  or¬ 
ganizations  as  defined  in  paragraph  (c) 
(3)  of  this  section.  Nominations  of  quali¬ 
fied  persons  for  general  consideration  as 
nonvoting  members  of  tmspecified  ad¬ 
visory  committees  or  subccxnmittees  may 
be  made  at  any  time.  All  nominations 
shall  be  submitted  in  writing  to  Director, 
Office  of  Consumer  Programs  (HFG-1), 
Office  of  Assistant  CommlsslMier  for  Pro¬ 
fessional  and  Consumer  Programs,  Pood 
and  Drug  Administration,  Rm.  15B-41, 
5600  Fishers  Lane,  Rockville,  MD  20857. 

(2)  A  c(Mnplete  curriculum  vitae  of 
any  nominee  shall  be  included.  Nomina¬ 
tions  shall  state  that  the  nominee  is 
aware  of  the  nomination,  is  willing  to 
serve  as  a  member  of  an  advisory  com¬ 
mittee,  and  appears  to  have  no  conflict 
of  interest.  If  a  nominee  is  interested 
only  in  a  particular  advisory  committee 
or  subcommittee,  the  nomination  shall 
so  state.  If  a  nominee  is  interested  in  be¬ 
coming  a  member  of  any  advisory  com¬ 
mittee  or  subcommittee,  the  nmnination 
shall  so  state.  Nominations  which  do  not 
comply  with  the  requirements  of  this 
paragraph  shall  not  be  c<msidered. 

(3)  The  Director,  Office  of  Cwisumer 
Programs,  shall  compile  a  list  of  orga¬ 
nizations  whose  objectives  are  to  pro¬ 
mote,  encourage,  and  contribute  to  the 
advancement  of  consumer  education  and 
to  the  resolution  of  ccmsumer  problems. 
All  organizations  listed  shall  be  entitled 
to  vote  upon  the  nominees.  The  list  will 
include  organizations  representing  the 
public  interest,  ccHisumer  advocacy 
groups,  and  consumer/health  branches 
of  F^eral,  State,  and  local  governments. 
Any  organization  that  meets  the  criteria 
may  be  included  on  such  list  upon  re¬ 
quest, 

(4)  The  executive  secretary,  or  other 
designated  agency  employee,  shall  review 
the  list  of  nominees  and  select  three 
to  five  qualified  nominees  to  be  placed 
on  a  ballot.  Names  not  selected  will  re¬ 
main  on  a  list  of  eligible  nominees  and 
reviewed  periodically  by  the  Office  of 
Consumer  Programs  to  determine  con¬ 
tinued  interest.  Upcm  selecticm  of  the 
nominees  to  be  placed  mi  the  ballot,  the 
curriculum  vitae  for  each  of  the  nomi¬ 
nees  shall  be  sent  to  each  of  the  orga¬ 
nizations  on  the  list  compiled  pursuant 
to  paragraph  (c)(3)  of  this  section,  to¬ 
gether  with  a  ballot  to  be  filled  out  and 
returned  within  30  days.  After  the  time 
for  return  of  the  ballots  has  expired, 
the  ballots  shall  be  counted  and  the 
nominee  who  has  received  the  highest 
number  of  votes  shall  be  sheeted  as  the 
nonvoting  member  representing  con¬ 
sumer  interests  for  that  particular  ad¬ 
visory  committee  or  sub^mmittee.  In 
the  event  of  a  tie,  the  Commissimier 
shall  select  the  winner  by  lot  from  among 
those  tied  for  the  hit^est  number  of 
votes. 

(5)  In  the  event  of  the  resignation 
or  removal  of  a  member  r^resentlng 
consumer  interests  before  termination 


of  the  advisory  committee  on  which  the 
member  is  serving,  the  following  proce¬ 
dures  shall  be  used  to  appoint  a  replace¬ 
ment  to  serve  out  the  term  of  the  former 
member, 

(I)  The  Commissioner  shall  appoint 
the  runner-up,  in  order  of  number  of 
ballots  received,  on  the  original  ballot 
submitted  pursuant  to  paragraph  (c)  (4) 
of  this  section  to  fill  the  vacancy.  If 
the  runner-up  is  no  longer  willing  to 
serve  as  -a  member,  then  the  next  run¬ 
ners-up  shall  be  appointed. 

(ii)  If  none  of  the  nominees  on  the 
original  ballot  is  willing  to  serve,  or  if 
there  was  only  one  nominee  on  the  origi¬ 
nal  ballot,  the  Office  of  Consumer  Pro¬ 
grams  shall  contact  by  telephone  eligible 
individuals  whose  names  have  been  sub¬ 
mitted  in  the  past  as  candidates  for 
membership  as  representatives  of  con¬ 
sumer  interests.  A  list  of  persons  who 
are  interested  in  serving  on  an  advisory 
committee  shall  then  be  prepared.  The 
curricula  vitae  of  these  persons,  together 
with  a  ballot,  shall  be  sent  to  a  repre¬ 
sentative  number  of  consumer  organiza¬ 
tions  that  have  been  determined  to  be 
eligible  to  vote  for  consumer  representa¬ 
tives  in  accordance  with  paragraph  (c) 
(3)  of  this  section.  After  4  days  have 
elapsed,  the  Office  of  Consumer  Pro¬ 
grams  shall  contact  the  consumer  orga¬ 
nizations  by  telephone  and  elicit  .their 
votes.  The  candidate  who  has  received 
the  highest  number  of  votes  shall  be  se¬ 
lected.  In  the  event  of  a  tie,  the  Com¬ 
missioner  shall  select  the  winner  by  lot 
from  among  those  tied  for  the  highest 
number  of  votes. 

(d)  With  respect  to  any  nonvoting 
member  representing  industry  interests, 
the  Commissioner  shall  issue  in  the  Fed¬ 
eral  Register,  for  each  specific  standing 
technical  advisory  committee  for  which 
he  has  determined  that  non  voting  mem¬ 
bers  are  appropriate,  a  notice  requesting 
that  any  industry  organization  interested 
in  participating  in  the  selection  of  an  ap¬ 
propriate  non  voting  member  repre¬ 
senting  industry  interests  send  a  letter 
stating  that  interest  to  the  Food  and 
Drug  Administration  employee  desig¬ 
nated  in  the  notice  within  30  days.  After 
the  time  for  such  expression  of  interest 
has  expired,  a  letter  shall  be  sent  to  each 
organization  which  has  expressed  such 
an  interest,  attaching  a  complete  list  of 
all  such  organizations,  and  stating  that 
it  is  their  responsibility  to  consult  with 
each  other  in  selecting  a  single  nonvoting 
member  representing  industry  interests 
for  that  particular  advisory  committee 
within  60  days  after  receipt  of  the  letter. 
If  no  such  individual  is  so  selected  within 
that  period  of  time,  the  Commissioner 
shall  select  the  nonvoting  member  rep¬ 
resenting  Industry  Interests  to  serve  wi 
that  advisory  committee. 

(e)  The  Commissioner  has  determined 
that,  because  nonvoting  members  repre¬ 
senting  consumer  and  industry  Interests 
are  included  on  advisory  committees  spe¬ 
cifically  for  the  purpose  of  representing 
such  interests  and  have  no  vote,  any 
financial  interest  covered  by  18  U.S.C. 
208(a)  In  the  class  which  the  member 
represents  is  Irrelevant  to  fhe  aerwiem 
which  the  government  expects  from  them 
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and  thus  is  hereby  exempted  pursuant  to 
18  UJ3.C.  206(b)  M  too  remote  and  ln> 
consequential  to  affect  the  Integrity  oi 
their  services. 

§  14.86  Rights  and  responsibilities  of 
nonvoting  members  of  advisory  rom> 
niittees. 

(a)  A  nonvoting  member  of  an  advi¬ 
sory  committee  selected  to  represent  and 
serve  as  a  liaison  with  Interested  Indi¬ 
viduals,  associations,  and  organizations, 
shall  have  the  same  rights  as  any  other 
advisory  committee  member  excei^  that: 

(DA  nonvoting  member  shall  not  vote 
on  any  matter  before  the  advisory  com¬ 
mittee  except  such  procedural  matters 
as  addlti(mal  rules  ad(H>ted  pursriant  to 
1 14.S0(a) .  approval  of  minutes  pursuant 
to  B  14.60(a),  decisions  relating  to  tran¬ 
scripts  pursuant  to  S  14.61  (b) ,  and  future 
meeting  dates. 

(2)  No  nonvoting  m«nber  who  Is  not 
a  representative  of  consumer  Interests 
and  who  has  not  also  beoi  appointed  as 
a  special  government  employee  as  pro¬ 
vided  in  1 14.8Q(b)  shah  have  access  to 
data  and  information  that  c<Histltute  a 
trade  secret  or  oonfldentlal  commercial 
or  financial  Information  as  defined  In 
I  20.61  of  this  chapter. 

(b)  A  ncmvotlng  member  of  an  advi- 
aory  committee  is  subject  to,  and  shall 
abide  by,  an  rules  and  regulations 
ad(H)ted  by  the  Food  and  Drug  Adminis¬ 
tration  and  the  advisory  committee. 

(c)  It  is  the  responsibility  ot  the  non¬ 
voting  cMisumer  and  Industry  members 
of  an  advisory  committee  to  r^resent 
the  consumer  and  Industry  Interests  In 
an  deUberatl(ms. 

(1)  A  nonvoting  member  does  not  rep¬ 
resent  any  particular  organization  or 
group,  but  rather  represents  an  Inter¬ 
ested  pers(ms  within  the  class  which  he  Is 
selected  to  represent.  Accordingly,  any 
Interested  person  within  the  class  rep¬ 
resented  by  that  ncmvotlng  membo*  shaU, 
upon  request,  have  access  to  an  written 
statements  or  mral  briefings  related  to 
the  committee  prepared  by  the  nonvoting 
member  for  distribution  to  any  person 
outside  the  advisory  committee.  When 
documents  are  prepared  with  ncmgov- 
emment  fimds,  persons  desiring  c<H>les 
may  be  required  to  pay  a  reas<mable  fee 
to  cover  printing  and  similar  costs. 

(2)  The  nonvoting  member  shan  re¬ 
view  aU  (rfficlal  advisory  committee  min¬ 
utes  to  assure  their  completeness  and  ac¬ 
curacy. 

(3)  The  nonvoting  member  shall  act  as 
a  liaison  and  conduit  between  the  advi¬ 
sory  c(Hnmittee  and  the  Interested  per¬ 
sons  whom  he  represents,  and  shall 
transmit  requests  for  lnformatl(m  from 
the  committee  and  relevant  di^  In¬ 
formation,  and  views  to  the  committee. 
He  shall  take  the  Initiative  In  contact¬ 
ing  Interested  persons  whom  he  repre¬ 
sents,  to  seek  out  rdevant  data.  Informa¬ 
tion.  and  views,  and  to  relate  the  progress 
of  the  advisory  committee. 

(4)  A  nonyoting  Industry  member 
shall  represent  aQ  members  of  the  indus¬ 
try,  and  not  any  particular  association, 
company,  product,  or  Ingredient.  If  a 
matter  comes  before  the  committee  that 


directly  or  Indirectly  affects  the  com¬ 
pany  which  emidoys  the  nonvoting  In¬ 
dustry  member,  he  shall  so  Inform  the 
committee  but  need  not  absmt  himself 
during  the  discussion  or  decline  to  par¬ 
ticipate  In  the  dlscusslcm.  A  ntmvotlng 
Industry  member  shall  not  discuss  his 
company’s  position  as  such,  but  may  dis¬ 
cuss  any  matter  in  general  terms.  All 
presentations  and  dlsciisslons  of  scien¬ 
tific  data  and  their  Interpretation  (m  be¬ 
half  of  a  company  shall  occur  In  open 
session,  except  as  provided  In  §  14.25(c). 

(5)  A  nonvoting  member  of  an  advi¬ 
sory  committee  shall  not  make  any  pres¬ 
entation  to  that  advisory  ccMnmlttee  dur¬ 
ing  a  hearing  cmiducted  by  that  advisory 
committee. 

(6)  Although  a  nonvoting  member  is 
serving  in  a  representative  capacity,  he 
shall  exercise  restraint  In  performing  his 
functions  and  shall  not  engage  In  un¬ 
seemly  advocacy  or  attmpt  to  exert  un¬ 
due  influence  over  the  other  members  of 
the  committee. 

(d)  A  n(mvotlng  member  of  an  advi¬ 
sory  committee  may  be  removed  by  the 
Commlssimier  tor  failure  to  c<»nply  with 
the  provlsicms  of  this  section  as  well  as 
S  14.80(f>. 

§  14.90  Ad  hoc  adviaory  roniniilKv 
members. 

In  selecting  members  of  an  ad  hoc  ad¬ 
visory  committee,  the  Cmnmlssloner  may 
utlllM  the  procedures  established  In 
SB  14.82  and  14.84  or  any  other  proce¬ 
dure  he  concludes  to  be  appropriate  un¬ 
der  the  circumstances. 

§  14.9S  CompenMtion  of  public  advi¬ 
sory  committee  members. 

(a)  All  voting  advisory  committee 
members  shall,  and  any  nonvoting  mem¬ 
bers  may.  (1)  be  i^ipointed  as  special 
government  employees,  exc^t  for  mem¬ 
bers  of  the  Technical  Electronic  Product 
Radiation  Safety  Standards  Committee, 
and  (2)  receive  a  ctmsultant  fee  and  be 
reimbursed  for  their  travel  expenses.  In¬ 
cluding  per  dlnn  In  lieu  of  subsistence, 
unless  such  compensation  and  reim¬ 
bursement  is  waived. 

(b)  An  advisory  committee  monber, 
notwithstanding  his  primary  residaice. 
while  In  attendance  at  meetings  of  the 
full  committee,  or  of  a  subcmnmlttee, 
will  be  paid  whether  the  meetings  are 
held  in  the  Washington,  DC  area  or 
elsewhere. 

(c)  An  advisory  committee  member 
who  participates  In  any  agency-directed 
assignment  will  be  paid  at  an  hourly  rate 
when  he  performs  his  woric  at  his  h(»ne, 
place  of  business,  (sr  In  a  Food  and  Ihug 
Administration  facility  located  within 
hlB  commuting  area,  and  at  a  dally  rate 
when  he  Is  required  to  travd  outside  of 
his  commuting  area  to  perform  his  as¬ 
signment.  An  advisory  committee  mem¬ 
ber  will  not  be  paid  for  time  spent  (m 
normal  preparatlcm  for  a  committee 
meeting. 

(1)  An  agency-directed  assignment  is 
an  assignment  which  meetg  the  follow¬ 
ing  criteria: 

(1)  An  activity  which  requires  under¬ 
taking  a  definitive  study.  The  activity 


must  produce  a  tangible  end  product, 
usually  a  written  report.  Examples  are 
(a)  an  analysis  of  the  risks  and  benefits 
of  the  use  of  a  class  of  drugs  or  a  report 
on  a  specific  problem  generated  by  an 
IND  or  NDA;  (b)  the  performance  of 
similar  Investigations  or  analysis  of  com¬ 
plex  Industry  submissions  to  support 
advisory  committee  deliberations  other 
than  normal  meeting  preparation;  (c> 
the  preparation  of  a  statistical  anal3rsis 
leading  to  an  estimate  of  toxicologlcally 
safe  dose  levels;  and  (d)  the  design  or 
anal3rsls  of  animal  studies  of  toxicity, 
mutagenicity,  teratogenicity,  or  carcino¬ 
genicity. 

(ii)  The  performance  of  an  IND  or 
NDA  review  or  similar  review. 

(2)  An  advisory  cmnmittee  member 
who  imdertakes  a  special  assignment, 
the  md  product  oi  which  does  not  rep¬ 
resent  the  end  product  of  the  advisory 
c(»nmlttee,  but  rather  oi  his  own  assign¬ 
ment.  can  be  compmsated.  Should  such 
preparatory  work  by  advisory  committee 
members  collectively  result  in  an  end 
product  of  the  advisory  committee,  this 
Is  to  be  considered  nmmal  meeting  prep- 
aratkm  and  advisory  committee  mem¬ 
bers  are  not  to  be  cmnpensated  for  this 
work. 

(d)  Salary  while  In  travel  status  is 
authorized  when  an  advisory  committee 
member  has  his  ordinary  pursuits  Inter- 
nmted  for  the  substantial  portion  of  an 
additional  day  beymid  the  day  or  days 
on  which  he  perf mms  sMvlces,  and  as 
a  ccmsequence  he  sustains  a  loss  in  his 
regular  compensation.  This  applies  on 
weekends  and  holidays  if  the  special 
government  onidoyee  suffers  a  loss  In 
income  he  would  otherwise  earn  on  that 
day.  For  travel  purposes,  a  substantial 
portion  of  a  day  is  defined  as  50  pncoit 
ot  the  working  day,  and  the  traveler  will 
be  paid  at  a  dally  rate. 

Subpart  F — Standing  Advisory  Committees 

§  14.100  List  of  standing  advisory  com¬ 
mittees. 

The  following  standing  advisory  com¬ 
mittees  have  been  established  for  the 
Food  and  Dnig  Administration. 

(a)  Office  0/  the  Commissioner — (1) 
Board  of  Tea  Experts.  (1)  Date  estab¬ 
lished:  March  2, 1897. 

(11)  P\mctlon:  Advises  on  establish¬ 
ment  of  tinlform  standards  of  purity, 
quality,  and  fitness  for  consumptlcm  ot 
all  tea  Imported  Into  the  United  States 
pursuant  to  21  U.S.C.  42. 

(2)  National  Advisory  Food  and  Drug 
Committee.  (1)  Date  established:  Novem¬ 
ber  15. 1974. 

(11)  Function:  Reviews  and  evaluates 
agency  programs  and  advises  on  policy 
mattem  of  national  significance  as  they 
relate  to  the  statutory  mission  of  the 
Food  and  Drug  Admlnistrati<m  in  the 
areas  of  foods,  drugs,  cosmetics,  medical 
devices,  blolosdcal  in'oducts,  and  elec¬ 
tronic  products.  Reviews  and  makes 
reconmiendatl<ms  on  applications  for 
grants-ln-ald  for  research  projects  rele¬ 
vant  to  the  mission  oi  the  Food  and  Drug 
Administration  as  required  law. 

(3)  Toxicology  Advisory  Committee. 
(1)  Date  established:  December  9.  1974. 
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(11)  Function:  Reviews  and  evaluates 
available  data  relating  to  the  evaluation 
of  the  safety  of  chemicals  present  In 
foods,  drugs,  cosmetics,  and  medical  de¬ 
vices.  Advises  on  the  safety  of  specific 
human  drugs,  animal  dnigs,  color  and 
food  additives,  cosmetic  components,  and 
components  of  devices.  Recommends  the 
development  of  standardized  methodolo¬ 
gies  for  the  toxicity  testing  of  such 
materials. 

(b)  Bureau  of  Biologies.  (1)  Advisory 
review  panels  for  biological  products,  and 
dates  established,  (i)  Bacterial  Vaccines 
and  Bacterial  Antigens  Panel.  Estab¬ 
lished  December  22,  1972. 

(li)  Bacterial  Vaccines  and  Toxoids 
Panel.  Established  April  16,  1973. 

(iil)  Viral  Vaccines  and  Rickettsial 
Vaccines  Panel.  Established  April  16, 
1973. 

(Iv)  Skin  Test  Antigens  Panel.  Estab¬ 
lished  August  24. 1973. 

(V)  Allergenic  Extracts  Panel.  Estab¬ 
lished  August  24, 1973. 

(vi)  Blood  and  Blood  Derivatives 
Panel.  Established  August  24,  1973. 

(2)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  biological  products. 

(c)  Bureau  of  Drugs — (1)  Anesthesi¬ 
ology  Advisory  Committee,  (i)  Date  es¬ 
tablished:  March  23. 1966. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
field  of  anesthesiology. 

(2)  Anti-Infective  Agents  Advisory 
Committee,  (i)  Date  established:  August 
SO,  1967. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in 
Infectious  diseases. 

(3)  Arthritis  Advisory  Committee,  (i) 
Date  established:  April  5,  1974. 

(li)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescrlpticm  drugs  for  use  in 
arthritic  conditions. 

(4)  Biometric  and  Epidemiological 
Methodology  Advisory  Committee,  (i) 
Date  established:  March  7, 1968. 

(11)  Function:  Reviews  and  evaluates 
scientific  studies  and  data  with  respect 
to,  and  otherwise  advises  the  Commis¬ 
sioner  on.  epidemiological  and  biomet¬ 
rical  methodology. 

(5)  Cardiovascular  and  Renal  Ad¬ 
visory  Committee,  (i)  Date  established: 
August  27,  1970. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  (ff  marketed  and  investiga¬ 
tional  prescription  dnigs  for  use  in 
cardiovascular  and  renal  disorders. 

(6)  Controlled  Substances  Advisory 
Committee.  (1)  Date  established:  Sep¬ 
tember  27,  1973. 

(ii)  Function:  Advises  the  Ccunmls- 
sioner  regarding  the  scientific  and  medi¬ 
cal  evaluation  of  all  information 
gathered  by  the  Department  of  Justice 
and  the  Department  at  Health,  Educa¬ 
tion,  and  Welfare  with  regard  to  safety. 
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effectiveness,  and  abuse  potential  of 
drugs  or  other  substances  classified  as 
stimulants,  sedatives,  hypnotics,  or 
analgesics,  and  recommends  actions  to 
be  taken  with  regard  to  control  of  such 
substances. 

(7)  Dental  Drug  Products  Advisory 
Committee,  (i)  Date  established:  June  6, 

1972. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  dentistry. 

(8)  Dermaiology  Advisory  Committee. 
(i)  Date  established:  June  20, 1975. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga- 
,tional  prescription  drugs  for  use  in  the 
"  practice  of  dermatology. 

(9)  FDA/NIDA  Drug  Abuse  Research 
Advisory  Committee,  (i)  Date  estab¬ 
lished:  March  9. 1967. 

(ii)  Function:  Advises  the  Food  and 
Drug  Administration  on  action  to  be 
taken  with  respect  to  investigational  use 
of  substances  with  abuse  potential.  Ad¬ 
vises  the  National  Insti^te  on  Drug 
Abuse  on  supplies  of  substances  for 
clinical  studies  and  on  quantities  of  sub¬ 
stances  for  animal  and  in  vitro  studies. 
Advises  FDA  and  NIDA  on  development 
of  broad  outlines  for  studies  of  sub¬ 
stances  with  abuse  potential  and  on  new 
methods  and  tests  in  animals  and  man 
by  which  the  dependence  liability  of 
investigational  drugs  may  be  estimated. 

(10)  Endocrinology  and  Metabolism 
Advisory  Committee.  (1)  Date  estab¬ 
lished:  August  27. 1970. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  en¬ 
docrine  and  metabolic  disorders. 

(11)  Gastrointestinal  Drugs  Advisory 
Committee.  (1)  Date  established: 
January  3, 1974. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  gas¬ 
trointestinal  diseases. 

(12)  Neurologic  Drugs  Advisory  Com¬ 
mittee.  (1)  Date  established:  June  4, 
1974. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in 
neurologic  disease. 

(13)  Obstetrics  and  Gynecology  Ad¬ 
visory  Committee,  (i)  Date  established: 
August  31, 1965. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  obstetrics  and  gynecology. 

(14)  Oncologic  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established:  October  24. 

1973. 

(11)  Function:  Reviews  and 'evaluates 
available  data  concerning  the  safety  axid 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
treatment  of  cancer. 


(15)  Ophthalmic  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established:  Septem¬ 
ber  20. 1971. 

(11)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  dis¬ 
eases  and  disorders  of  the  eye. 

(16)  Psychopharmacological  Agents 
Advisory  Committee,  (i)  Date  estab¬ 
lished:  Jime  4, 1974. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  psychiatry  and  related  fields. 

(17)  Pulmonary- Allergy  and  Clinical 
Immunology  Advisory  Committee.  (1) 
Date  established:  February  17,  1972. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
treatment  of  pulmonary  disease  and 
diseases  with  allergic  and/or  immuno¬ 
logic  mechanisms. 

(18)  Radiopharmaceutical  Advisory 
Committee,  (i)  Date  established:  Au¬ 
gust  30, 1967. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
practice  of  nuclear  medicine. 

(19)  Surgical  Drugs  Advisory  Com¬ 
mittee.  (i)  Date  established:  Septem¬ 
ber  14.  1971. 

(ii)  Function:  Reviews  and  evaluates 
available  data  concerning  safety  and  ef¬ 
fectiveness  of  marketed  and  investiga¬ 
tional  prescription  drugs  for  use  in  the 
field  of  surgery. 

(20)  Advisory  review  panels  for  over- 
the-counter  (OTC)  drugs,  (i)  Dates  es¬ 
tablished. 

(a)  Antimicrobial  Panel.  Established 
March  16.  1972. 

(b)  Internal  Analgesic  Panel.  Estab¬ 
lished  August  31,  1972. 

(c)  Cold,  Cough,  Allergy,  Bronchodi- 
lator.  and  Antiasthmatic  Panel.  Estab¬ 
lished  September  19,  1972. 

id)  Sedative,  Tranquilizer,  and  Sleep 
Aid  Panel.  Established  September  19. 

1972. 

(e)  Laxative,  Antidiarrheal,  'Anti¬ 
emetic,  and  Emetic  Panel.  Established 
December  27,  1972. 

if)  Topical  Analgesic  Panel.  Estab¬ 
lished  December  27,  1972. 

ig)  Dentifrice  and  Dental  Care  PaneL 
Established  December  27,  1972. 

ih)  Hemorrhoidal  Panel.  Established 
AprU  16.  1973. 

(i)  Ophthalmic  Panel.  Established 
AprU  16.  1973. 

(/)  Contraceptive  and  Other  Vaginal 
Drug  Products  Panel.  Established  June 
27,1978. 

He)  Oral  Cavity  PaneL  Established 
July  16. 1973. 

(l)  Antiperspirant  PaneL  Established 
July  16, 1973. 

(m)  Miscellaneous  Internal  Drmg 

Products  Pan^.  Established  Jhitj  ML  1 

1973.  i 

(n)  Miscellaneous  External  Drm] 
Products  PaneL  EstaM&died  Jvdj  ML  I 
1973. 
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<o>  Vitamin,  Mineral,  and  Hematinic 
Panel.  E^tablL^ed  July  16. 1973. 

(11)  Function:  Reviews  and  evaluates 
available  data  cMicemlng  the  safety  and 
effectiveness  of  nonpresciiptlon  drug 
products. 

(d)  Bureau  of  Medical  Devices  and 
Diagnostic  Products.  (1)  Advisory  review 
panels  for  medical  devices,  and  dates  es¬ 
tablished. 

(1)  Anesthesiology  Device  Classi1iea~ 
tion  Panel.  Established  August  9.  1976. 

(ii)  Cardiovascular  Device  Classifica¬ 
tion  Panel.  Established  August  9.  1976. 

(ill)  Clinical  Chemistry  Device  Classi¬ 
fication  Panel.  Established  August  10, 
1976. 

(iv)  Clinical  Toxicology  Device  Clas¬ 
sification  Panel.  E^stabllshed  August  10. 
1976. 

(V)  Dental  Device  Classification  Panel. 
ESstablished  August  9.  1976. 

(vl)  Ear,  Nose,  and  Throat  Device 
Classification  Panel.  Established  August 
9.  1976. 

(vil)  Gastroenterological  and  Urologi¬ 
cal  Device  Classification  Panel.  Estab¬ 
lished  August  9.  1976. 

(vlil)  General  and  Plastic  Surgery 
Service  Classification  Panel.  Established 
August  9. 1976. 

(lx)  General  Hospital  and  Personal 
Use  Device  Classification  Panel.  Estab¬ 
lished  Augiist  9.  1976. 

(X)  Hematology  Device  Classification 
Panel.  Established  August  10.  1976. 

(xi)  Immunology  Device  Classification 
Panel.  Established  August  10.  1976. 

(xil)  Microbiology  Device  Classifica¬ 
tion  Panel.  Established  August  10.  1976. 

(xiii)  Neurological  Device  Classifica¬ 
tion  Panel.  Established  August  9.  1976. 

(xiv)  Obstetrical  and  Gynecological 
Device  Classification  Panel.  Established 
August  9.  1976. 

(xv)  Ophthalmic  Device  Classification 
Panel.  Elstabllshed  August  9,  1976. 

(xvl)  Orthopedic  Device  Classification 
Panel.  Establi^ed  August  9.  1976. 

(xvli)  Pathology  Device  Classification 
Panel.  Established  August  10.  1976. 

(xviii)  Physical  Medicine  Device  Clas¬ 
sification  Panel.  Elstablished  August  9, 
1976. 

(xix)  Radiological  Device  Classifica¬ 
tion  Panel.  Established  August  9,  1976. 

(xx)  Diagnostic  Products  Advisory 
Committee.  Established  August  9.  1972. 

(2)  Function:  Reviews  and  evaluates 
available  data  concerning  the  safety  and 
effectiveness  of  devices  currently  in  use 
and  makes  recommendations  for  their 
regulation. 

(3)  Device  Good  Manufacturing  Prac¬ 
tice  Advisory  Committee,  (i)  Date  estab¬ 
lished:  August  12. 1976. 

(U)  P\mction:  Reviews  proposed  regu¬ 
lations  regarding  good  manufacturing 
practices  governing  the  methods  used  in. 
and  the  facilities  and  pontrols  used  for. 
the  manufacture,  packing,  storage,  and 
installation  of  devi^,  and  makes  recom¬ 
mendations  regarding  feasibility  and 
reasonableness  of  the  proposed  regula¬ 
tions. 

(e)  Bureau  of  Radiological  Health — 

(1)  Medical  Radiation  Advisory  Com¬ 
mittee.  (i)  Elate  established:  October  31, 
1963. 
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(11)  Function:  Advises  on  the  formu¬ 
lation  of  policy  and  development' of  a 
coordinated  program  related  to  the  ap¬ 
plication  of  ionizing  radiation  in  the 
healing  arts. 

(2)  Technical  Electronic  Product  Ra¬ 
diation  Safety  Standards  Committee.  (D 
Date  established:  October  18.  1968. 

(11)  Function:  Advises  on  technical 
feasibility,  reasonableness,  and  practica¬ 
bility  of  performance  standards  for  elec¬ 
tronic  products  to  control  the  emission 
of  radiation  pursuant  to  42  U.S.C.  263f 

(f)(1)(A). 

(f)  National  Center  for  Toxicological 
Research,  Science  Advisory  Board.  (1) 
Date  established:  June  2. 1973. 

(2)  Function:  Advises  on  establish¬ 
ment  and  implementation  of  a  research 
program  that  will  assist  the  Commis¬ 
sioner  of  Food  and  Drugs  and  the  Ad¬ 
ministrator.  Environmental  Protection 
Agency,  in  fulfilling  their  regulatory 
responsibilities. 

Subpart  G — Technical  Electronic  Products 

Radiation  Safety  Standards  Committee 

§  1  t.120  EMabliithmenl  of  the  Terliniral 
Kl«Tlronir  Produrt  Radiation  Safely 
.Siandardn  ('.ommillee  (TEPRSSC). 

The  Technical  Electronic  Product 
Radiation  Safety  Standards  Committee 
(TEPRSSC).  consisting  of  15  members, 
is  established  pursuant  to  the  Radiation 
Control  for  Health  and  Safety  Act  of 
1968  (42  U.S.C.  263f  (f)  (1)  (A) ) .  The  pur¬ 
pose  of  TEPRSSC  is  to  provide  consulta¬ 
tion  with  the  Commissioner  before  he 
prescribes  any  performance  standard 
for  an  electronic  product,  as  required  by 
law. 

§  11.122  Fiiiii'tiun!*  of  TEPRSSf  1. 

(a)  In  performing  its  functltm  of  ad¬ 
vising  the  Commissioner,  TEPRSSC: 

(1)  May  propose  electronic  product 
radiation  safety  standards  to  the  Com¬ 
missioner  for  his  consideration. 

(2)  Shall  provide  consultation  to  the 
Commissioner  on  all  performance  stand¬ 
ards  proposed  for  consideration  under 
42  U.S.C.  263f. 

(3)  May  make  recommendations  to  the 
Commissioner  on  any  other  matters  it 
deems  necessary  or  appropriate  in  ful¬ 
filling  the  purposes  of  the  act. 

(b)  Responsibility  for  action  with  re¬ 
spect  to  performance  standards  under  42 
U.S.C.  263f  rests  with  the  Commissioner, 
after  receiving  the  advice  of  TEPRSSC. 

§  1 4. 1 25  Procedure*  of  TEPRSSC'.. 

(a)  When  the  Commissioner  is  con¬ 
sidering  promulgation  of  a  performance 
standard  for  an  electronic  product,  or 
any  amendment  of  an  existing  standard, 
he  shall,  prior  to  issuance  of  a  proposed 
regulation  in  the  Fedkrai.  RxcisTsa.  sub¬ 
mit  to  TEPRSSC  the  proposed  standard 
or  amendment  imder  consideration,  to¬ 
gether  with  other  relevant  information 
to  aid  TEPRSSC  in  its  deliberations. 

(b)  The  agenda  and  other  material  to 
be  considered  at  any  meeting  shall  be 
sent  to  members  whenever  possible  at 
least  2  weeks  prfor  to  the  meeting. 

(c)  Ten  members  shall  constitute  a 
quorum,  provided  at  least  three  members 


REGISTER,  VOL.  42,  NO.  5S — TUESD.’.V, 


from  each  group  specified  in  42  UJ3.C. 
263f(f)(l)(A)  and  in  i  14.127(a).  Le.. 
government.  Industry,  and  the  public, 
are  present. 

(d)  The  Chairman  of  TEPRSSC  shaU 
ordinarily  submit  to  the  Commissioner 
a  report  of  the  committee’s  considera¬ 
tion  of  any  proposed  performance  stand¬ 
ard  for  an  electronic  product  within  60 
days  after  such  cimsideration.  If  the 
chairman  believes  that  more  time  is 
needed,  he  shall  so  inform  the  Director 
of  the  Bureau  of  Radiological  Health  in 
writing,  in  which  case  an  additional  30 
days  will  be  allowed  to  make  the  report. 

(e)  The  provisions  of  if  14.1  through 
14.7  shall  be  applicable  to  TEPRSSC. 
except  where  other  provisions  are  spe¬ 
cifically  included  in  ff  14.120  through 
14.130. 

§  14.127  M«*nil>('r*li ip  of  TEPRSSC. 

(a)  The  members  shall  be  appointed 
by  the  Cemunissioner  after  cim^tatloa 
with  public  and  private  associations  and 
organizations  ccmcemed  with  the  tech¬ 
nical  aspect  of  electronic  product  radia¬ 
tion  safety.  TEPRSSC  shall  consist  of  15 
members,  each  of  whom  shall  be  tech¬ 
nically  qualified  by  training  and  experi- 
oiced  in  one  <nr  more  fields  of  science  or 
engineering  applicable  to  electronic 
product  radiation  safety,  as  follows: 

'(1)  Five  members  shall  be  selected 
from  govemmmt  agencies.  Including 
State  and  Federal  governments. 

(2)  Five  members  shall  be  selected 
from  the  affected  industries  after  cem- 
sultation  with  industry  representatives. 

(3)  Rve  members  shall  be  selected 
from  the  general  public,  of  whom  at  least 
(me  shall  be  a  representative  (ff  organized 
labor. 

(b)  The  Commissi(mer  shall  appoint  a 
committee  member  as  chairman  of 
TEKISSC. 

(c>  Appointments  of  members  shall 
be  for  a  term  of  3  years  or  as  specified 
by  the  C(Mnmis8loner. 

(1)  The  chairman  shall  be  appointed 
for  a  term  concurrent  with  his  term  as  a 
member  of  TEPRSSC.  If  the  chairman¬ 
ship  bec(Hnes  vacant  without  adequate 
notice,  the  executive  secretary  may  ap¬ 
point  a  (x>nunlttee  member  as  temporary 
chairman  pending  appointment  of  a  new 
chairman  by  the  Commissioner. 

(2)  Members  shall  not  be  reappointed 
for  a  second  consecutive  full  term. 

(d)  A  person  otherwise  qualified  for 
membership  shall  not  be  eli^ble  for  se¬ 
lection  as  a  member  of  lEPRSSC  from 
government  agencies  or  the  general  pub¬ 
lic  if  the  Commissioner  determines  that 
he  does  not  meet  the  requirements  of 
the  conflict  of  interest  laws  and  regula¬ 
tions. 

(e)  Retention  (ff  membership  is  con¬ 
ditioned  upon: 

(1)  The  member’s  continued  status 
as  a  member  of  the  group  from  which 
he  was  selected  as  specified  in  paragraph 
(a)  of  this  section. 

(2)  The  absmee  of  any  conflict  of  in¬ 

terest  during  the  term  of  membovhlp  as 
specified  in  paragnq;>h  (d)  of  this 
secti(m.  _ 

(3)  Active  participation  in  ’lEPRSSC 
activities. 
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(f)  Appointment  ae  m  member  of 
TEPRSSC  shall  be  ccmdltloned  ap(«  a 
certification  fran  the  proQ>ectlve  mem¬ 
ber  that  he: 

(1)  Agrees  to  the  procedures  and  cri¬ 
teria  as  specified  in  this  subpart. 

(2)  Has  no  confilct  of  Interest  as  speci¬ 
fied  in  paragraph  (d)  of  this  section. 

(3)  Will  notify  the  executive  secretary 

of  TEPRSSC  prior  to  any  change  in  his 
representative  status  on  TEPRSSC  which 
may  be  contrary  to  the  conditions  of  his 
appointment.  _ 

(g)  Members  of  TEPRSSC  who  are 
not  full-time  officers  or  employees  of  the 
United  States  shall,  in  accordance  with 
42  UJS.C.  210(c).  receive  compensation 
pursuant  to  the  provisions  of  i  14.95. 

g  14.130  Conduci  of  TEPRSSC  meet¬ 
ings;  availability  of  TEPRSSC  rec¬ 
ords. 

(a)  In  accordance  with  42  U.C.S.  2031 

(f)  (1)  (B),  all  proceedings  of  TEPRSSC 
shall  be  recorded,  and  the  record  of  each 
such  proceeding  shall  be  availaUe  for 
ptffillc  inspection.  _ 

(b)  An  proceedings  of  TEE*RSSC  diaU 
be  <H>en  except  where  the  Commissioner 
has  determined,  in  accordance  with  the 
procedures  in  i  14.27.  that  a  portion  of  a 
meeting  may  be  dosed. 

Subpart  H — Color  Additive  Advisory 
Committees 

§  14.140  EataMUhment  of  a  color  addi¬ 
tive  advisory  commiuee. 

The  Commisskmer  shaD  establish  a 
cdOT  additive  advisory  committee  when¬ 
ever: 

(a)  The  Commissioiier  concludes,  In 
his  discretion,  that  It  would  be  in  title 
public  interest  for  a  color  additive  ad¬ 
visory  omnmittee  to  review  and  make 
recommendations  with  respect  to  the 
safety  of  any  color  additive  on  which 
Important  Issues  are  pending  bef(M*e  the 
Food  and  Drug  Administration,  and  for 
interested  perscms  to  present  data,  in¬ 
formation.  and  views  at  an  oral  public 
hearing  b^ore  a  color  additive  advisory 
committee. 

(b)  Any  person  who  would  be  adversely 
affected  by  the  Issuance,  amendment,  or 
repeal  of  a  regulation  listing  a  cc^r  ad¬ 
ditive  requests  that  any  issue  relating 
to  the  safety  of  the  oolcn*  additive  arising 
under  section  706(b)(5)(B)  of  the  act 
because  of  the  colm*  additive’s  potoitlal 
or  actual  carcinogenicity  and  requiring 
the  exercise  of  scientific  Judgment  be  re¬ 
ferred  to  a  color  additive  advisory 
committee. 

(1)  The  provisi(ms  of  paragnqih  (b) 
of  this  section  are  inapplicable  to  any 
Issue  arising  under  the  translikmal  pro¬ 
visions  in  section  203  of  the  Color  Addi¬ 
tive  Amendments  of  1960  relating  to  pro¬ 
visional  listing  of  commercially  estab¬ 
lished  colors.  Any  ccdor  additive  advisory 
committee  to  consider  any  such  matter 
shall  be  established  piirsuant  to  the  pro¬ 
visions  of  paragr£q)h  (a)  of  this  section. 

(2)  A  request  fw  establishment  of  a 
color  additive  adviseuy  committee  shall 
be  pursuant  to  9  10.30  of  this  chapter. 
The  Commissioner  may  deny  any  such 
petition  if  inadequate  grounds  are  stated 
for  establishment  (rf  a  color  additive  ad- 


vls<M7  committee.  A  request  fm*  estab¬ 
lishment  of  a  col<Mr  additive  advismy 
(XHnmittee  may  not  rest  on  mere  allega¬ 
tions  or  denials,  but  must  set  forth  tpe- 
clfic  facts  showing  there  is  a  genuine 
and  substantial  issue  of  fact  that  re¬ 
quires  scientific  Judgment  and  Justifies  a 
hearing  before  a  color  additive  advisory 
committee.  When  it  conclusively  appears 
from  the  request  for  a  color  additive  ad¬ 
visory  committee  that  the  matter  is  pre¬ 
mature  or  that  it  does  not  Involve  an 
issue  arising  under  section  706(b)  (5)  (B) 
of  the  act  or  there  is  no  genuine  and 
substantial  issue  of  fact  requiring  scien¬ 
tific  Judgment  or  for  any  other  reason  a 
color  additive  advisory  ccunmittee  is  not 
Justified,  the  Commissioner  may  deny  the 
establishment  oi  a  color  additive  advl- 
sory  committee. 

(3)  Establishment  of  a  ooIot  additive 
advisory  committee  on  the  request  of  an 
interested  persem  shall  be  c(mditi<med 
upon  receiirt  of  the  applicable  fee  spec¬ 
ified  in  f  14.155. 

(4)  Any  persoa  so  adv^sdy  affected 
may  request  referral  of  such  a  matter  to 
a  color  additive  advisory  committee  at 
any  time  before,  or  within  30  days  after, 
publication  eff  an  order  of  the  Ccnnmls- 
slono*  acting  upon  a  coin:  additive  peti¬ 
tion  or  proposaL 

§  14.142  Functions  of  a  color  additive 
advisory  committee. 

(a)  A  color  additive  advisory  conunli- 
tee  shall  review  all  available  Information 
rating  to  the  matter  referred  to  It,  In¬ 
cluding  aU  data  and  tnformation  con¬ 
tained  in  any  pertinent  color  additive 
petition  and  in  Food  and  Drug  Admlnls- 
tratitxi  files.  All  such  data  and  Infonna- 
tion  so  reviewed  shall  be  placed  on  pub¬ 
lic  display  and  available  for  review  at  the 
office  ot  the  Hearing  Cl«ic. 

(b)  The  Commissioner  shall  specify  to 
the  ooIot  additive  advisory  committee.  In 
writing,  the  Issues  oa  which  review  and 
reocHnmendatkms  are  requested. 

(c)  The  date  of  the  first  meeting  of  a 
color  additive  advisory  committee,  fol¬ 
lowing  receipt  of  the  administrative  rec¬ 
ord  by  each  of  the  conunlttee  members, 
shall  be  designated  as  the  beginning  of 
the  period  allowed  for  cemsideration  of 
the  matter  by  the  color  additive  advisory 
committee.  Within  60  das^  after  that 
first  meeting,  xmless  the  time  is  extended 
as  provided  in  paragraph  (d)  of  this  sec¬ 
tion.  the  chairman  of  the  color  additive 
advisory  committee  shall  certify  to  the 
Commissioner  the  report  containing  the 
rec<Hnmendatlons  of  the  color  additive 
advisory  cemunittee,  including  any 
minority  report.  The  report  shall  state 
the  recommendations  of  the  color  addi¬ 
tive  advisory  committee  and  the  reasons 
or  basis  for  such  recommendations.  The 
report  shall  include  cevies  of  all  material 
considered  by  the  color  additive  advisory 
committee  in  addition  to  the  administra¬ 
tive  record  furnished  to  it. 

(d)  If  the  chairman  concludes  that  the 
color  additive  advisory  committee  needs 
additional  time,  he  shall  so  inform  the 
Commissioner  in  writing  and  may  certify 
the  report  of  the  color  additive  advisory 
committee  to  the  Commissioner  within 
90  days  instead  of  60  days. 


(e)  More  than  cme  matter  may  be  han¬ 
dled  by  a  color  additive  advisory  com¬ 
mittee  concurrentiy.  ^ 

§  14.145  Procedures  of  a  color  additive 
advisory  committee. 

(a)  A  color  additive  advisory  commit¬ 
tee  shall  be  subject  to  aU  the  require¬ 
ments  of  the  Federal  Advisory  Commit¬ 
tee  Act  and  this  part. 

(b)  All  Interested  persons  shall  have 
a  right  to  consult  with  the  color  additive 
advisory  committee  reviewing  a  matter, 
and  to  submit  data.  Information,  and 
views  to  a  color  additive  advisory  emn- 
mlttee,  in  accordance  with  the  proce¬ 
dures  established  in  this  part. 

§  14.147  Membership  of  a  color  additive 
advisory'  committee. 

(a)  The  members  of  a  color 'additive 
advisory  committee  shall  be  selected  in 
the  following  manner : 

(1)  If  a  color  additive  advisory  com¬ 
mittee  is  established  for  purposes  that  do 
not  include  review  of  an  issue  arising 
Tmder  section  706(b)  (5)  (B)  of  the  act,  or 
is  established  on  the  initiative  of  the 
Commissioner,  the  Commissioner  may 
utilize  the  procedure  established  in  par¬ 
agraph  (a)  (2)  of  this  section  to  select 
the  members,  or  may  utilize  an  existing 
standing  advisory  committee  listed  in 
9  14.100,  or  may  estaUish  a  new  advisory 
committee  pursuant  to  the  provisions  of 
this  subpart.  Once  the  Commissioner  has 
established  a  color  additive  advisory 
committee  pursuant  to  this  paragrai^ 
and  has  referred  to  it  a  matter  relating 
to  a  color  additive,  no  interested  person 
may  subsequently  request  that  an  addi¬ 
tional  or  different  color  additive  advisory 
(xxnmittee  be  established  to  review  and 
make  recommendations  with  respect  to 
that  color  additive. 

(2)  If  the  Commissioner  establishes  a 
color  additive  advisory  ccxnmittee  to  re¬ 
view  an  issue  arising  under  section  706 
(b)  (5)  (B)  of  the  act  on  the  request  of 
an  interested  person,  it  shall  be  estab¬ 
lished  pursuant  to  the  following  require¬ 
ments. 

(i)  Except  as  provided  in  paragraph 
(a)  (2)  (11)  and  (ill)  of  this  section,  the 
C(»nmissloner  shall  request  the  National 
Academy  of  Sciences  to  select  the  mem¬ 
bers  of  a  color  additive  advisory  com¬ 
mittee  from  among  experts  qriallfled  in 
the  subject  matter  to  be  reviewed  by  the 
committee,  and  of  adequately  diversified 
professional  backgrounds.  The  Com¬ 
missioner  shall  appoint  one  of  the  mem¬ 
bers  so  selected  as  the  chairman. 

(ii)  If  the  National  Academy  of  Sci¬ 
ences  is  tmable  or  refuses  to  select  the 
members  of  a  color  additive  advisory 
committee,  the  Ccunmissloner  diidl  se¬ 
lect  such  members,  who  shall  ordinarily 
be  the  Toxicology  Advisory  Committee  in 
accordance  with  9  14.19. 

(ill)  If  the  Commissioner  and  the  re¬ 
questing  party  agree,  the  provisions  of 
section  706(b)  (5)  (D)  of  the  act  may  be 
waived  and  the  matter  may  be  referred 
to  any  standing  advisory  committee 
listed  imder  9  14.100  or  to  any  advisory 
committee  established  pursuimt  to  any 
other  procedure  that  is  mutually  agree¬ 
able,  which  shall  ordinarily  be  the  TOxI- 
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cology  Advisory  Committee  In  accord¬ 
ance  with  i  14.19.  Once  the  Commis¬ 
sioner  has  so  established  a  color  additive 
advisory  committee  and  has  referred  to 
it  a  matter  relating  to  a  color  additive, 
no  interested  person  may  subsequently 
request  that  an  additional  or  different 
color  additive  advisory  committee  be  es¬ 
tablished  to  review  and  make  recom¬ 
mendations  with  respect  to  that  color 
additive. 

(b)  Members  of  a  color  additive  ad¬ 
visory  committee  shall  be  subject  to  the 
requirements  of  the  Federal  Advisory 
Committee  Act  and  this  subpart,  except 
that  no  member  of  a  color  additive  ad¬ 
visory  c(xnmittee  shall  by  reason  of  such 
membership  alone  be  a  special  govern¬ 
ment  employee  or  be  subject  to  the  con¬ 
flict  of  interest  laws  and  regulations. 

§  14.155  FeM  and  ronipenMtion  prr- 
laining  to  a  color  additive  advietory 
rommittee. 

(a)  In  the  evmt  of  a  referral  of  any 
matter  to  a  color  additive  advisory  com¬ 
mittee,  all  costs  rriated  thereto,  includ¬ 
ing  personal  compensation  of  committee 
members,  travel,  materials,  and  other 
costs  shsill  be  borne  by  the  person  re¬ 
questing  the  referral,  such  costs  to  be 
assessed  on  the  basis  of  actual  cost  to 
the  government.  The  compensation  of 
such  costs  shall  Include  personal  com¬ 
pensation  of  color  additive  advisory  com¬ 
mittee  members  at  a  rate  not  to  exceed 
$128.80  per  member  per  day. 

(b)  In  the  case  of  a  request  for  refer¬ 
ral  to  a  color  additive  advisory  commit¬ 
tee  a  special  advance  deposit  shall  be 
made  in  the  amount  of  $2,500.00.  Where 
required,  further  advances  in  Increments 
of  $2,500.00  each  shall  be  made  upon 
request  of  the  Ccmunissioner.  All  deposits 
for  referrals  to  a  color  additive  advisory 
committee  in  excess  of  actual  expenses 
shall  be  refunded  to  the  depositor. 

(c)  All  deposits  and  fees  required  by 
the  regulations  in  this  section  shall  be 
paid  by  money  order,  bank  draft  or  cer¬ 
tified  check  drawn  to  the  order  of  the 
Food  and  Dnig  Administration,  collect¬ 
able  at  par  in  Washington,  DC.  All  de¬ 
posits  and  fees  shall  be  forwarded  to  the 
Associate  Commissioner  for  Administra¬ 
tion.  Food  and  Drug  Administration, 
5600  Fikhers  Lane,  Rockville,  MD  20857, 
whereupon  after  making  appropriate 
record  thereof  they  will  be  transmitted 
to  the  Treasurer  of  the  United  States  td 
deposit  In  the  special  account  “Salaries 
and  Expenses,  Certiflcatlcm,  Inspection, 
and  Other  Services,  Food  and  Drug  Ad¬ 
ministration.” 

fd)  The  Commissioner  may  waive  or 
refund  such  fees  in  whole  or  in  part 
when,  in  his  judgment,  such  action  will 
promote  the  public  Interest.  Any  person 
who  believes  that  payment  of  these 
fees  will  work  a  hardship  on  him  may 
petlticm  the  Commissioner  pursuant  to 
1 10.30  of  this  chapter  to  waive  or  refund 
the  fees. 


Subpart  I — Public  Advisory  Committees  for 
Human  PrescriptlM  Drugs 

§  1 1.160  Establishment  of  standing 
lechiiiral  public  advisory  committees 
for  human  prescription  drugs. 

The  standing  technical  advisory  com¬ 
mittees  for  human  prescription  drugs  are 
established  to  advise  the  Commissioner; 

(a)  Generally  on  the  safety  and  effec¬ 
tiveness,  including  the  label^  and  ad¬ 
vertising,  and  regulatory  control  of  any 
of  the  human  prescription  drugs  falling 
within  the  pharmacologic  class  covered 
by  the  advisory  committee  and  on  the 
scientific  standards  appropriate  for  a 
determination  of  safety  and  effectiveness 
in  that  class  of  drugs. 

(b)  Specifically  on  any  particular  mat¬ 
ter  involving  a  human  prescription  drug 
pending  before  the  Food  and  Drug  Ad¬ 
ministration.  including  whether  the 
available  data  and  information  are  ade¬ 
quate  to  support  a  determination  that: 

(DA  particular  IND  study  may  prop¬ 
erly  be  c(mducted. 

(2)  A  particular  drug  meets  the  statu¬ 
tory  standard  for  proof  of  safety  and 
effectiveness  necessary  for  approval  or 
continued  approval  for  marketing. 

(3)  A  particular  drug  is  properly  clas¬ 
sified  as  a  new  drug,  an  old  drug,  or  a 
banned  drug. 

§  I  1.171  I'tilizuliun  of  a  publir  advisory 
rommittee  on  the  initiative  of  the 
Food  and  Drug  Administration. 

(a)  Any  matter  involving  a  human  pre¬ 
scription  drug  under  review  within  the 
agency  may.  in  the  dlscretitm  of  the 
Commissioner,  be  the  subject  of  a  pulflic 
hearing  and  continuing  or  periodic 
review  by  the  appropriate  standing  tech¬ 
nical  advisory  committee  for  human  pre¬ 
scription  drugs.  The  Commissioner’s 
determinations  with  respect  to  the 
agenda  of  such  an  advisory  committee 
shall  be  based  upon  the  priorities  of  the 
various  matters  i>aiding  before  the 
agency  which  fall  within  the  pharma¬ 
cologic  class  covered  by  that  advisory 
committee. 

(b)  High  priority  for  such  hearing  and 
review  by  the  appropriate  standing 
technical  advisory  committee  for  human 
prescription  drugs  shall  be  glvra  to  the 
following  types  of  human  prescription 
drugs; 

(1)  Investigational  drugs  which  are 
potential  therapeutic  advances  over  cur¬ 
rently  market^  products  from  the 
standpoint  of  safety  or  effectiveness,  or 
which  pose  significant  safety  haards,  or 
which  present  narrow  benefit-risk  c<m- 
siderations  requiring  a  close  judgmental 
decision  in  regsuixl  to  approval  for  mar¬ 
keting,  or  which  have  a  novel  delivery 
system  or  formulation,  cr  which  are  the 
subject  of  major  scientific  or  puUlc  con¬ 
troversy,  or  which  may  be  subject  to  q)e- 
cial  regulatory  requirements  such  as  a 
limitation  on  clinical  trisds.  a  patient 
followup  requirement,  poet-marketing 
Phase  TV  studies,  distributional  controls, 
or  boxed  warnings. 


(3>  Marketed  drugs  for  which  an  im¬ 
portant  new  use  has  been  discovered,  or 
which  pose  newly  discovered  safety  has- 
ards.  or  whldi  are  the  subject  (ff  major 
scientific  or  public  controversy,  or  which 
may  be  subject  to  Important  regulatory 
actions  such  as  withdrawal  of  approval 
for  marketing,  boxed  warnings,  distribu¬ 
tional  controls,  or  newly  required  scien¬ 
tific  studies. 

(c)  The  advisory  committee  may  re¬ 
quest  the  Commissioner  for  an  oppor¬ 
tunity  to  hold  a  public  hearing  and  to 
review  any  matter  involving  a  human 
prescription  drug  which  falls  within  the 
pharmacologic  class  covered  by  the  ad¬ 
visory  cranmittee.  The  Commissioner 
shall,  after  consulting  with  the  advisory 
committee  on  such  request,  grant  or  deny 
the  request  in  light  of  the  priorities  of 
the  other  matters  pending  before  the 
advisory  committee.  Whenever  feasible, 
conslstmt  with  the  other  work  ^  the 
advisory  committee,  such  a  request  shall 
be  granted. 

(d)  For  any  drug  which  meets  any  of 
the  criteria  established  in  paragraph  (b) 
of  this  section,  cme  or  more  memters  of 
or  consultants  to  the  appropriate  ad¬ 
visory  committee  may  IM  selected  for 
more  detailed  monitoring  of  the  matter 
and  consultation  with  the  Food  and  Drug 
Administration  on  behalf  of  the  com¬ 
mittee.  Such  member  or  consultant  may 
be  invited  by  the  agency  to  attend  ap¬ 
propriate  meetings  and  shall  assist  the 
bureau  in  any  briefing  of  the  committee 
with  respect  to  that  matter. 

(e)  An  advisory  committee  may  ob¬ 
tain  advice  and  recommendations  from 
the  Toxicology  Advisory  Committee,  the 
Biometric  and  Epideml<doglcal  Method¬ 
ology  Advisory  Committee,  and  f  rexn  such 
other  agency  advisory  committees,  con- 
sultimts  and  experts  as  the  advisory  c(xn- 
mlttee  and  the  bureau  conclude  would 
facilitate  the  work  of  the  advisory  com¬ 
mittee. 

(f)  Presentation  of  all  relevant  data 
and  informatkm  relating  to  any  such 
matter  shall  be  made  in  open  session 
unless  it  relates  to  an  IND  the  exlstmce 
of  which  has  not  previously  been  dis¬ 
closed  to  the  public  as  defined  in  i  20.81 
of  this  chapter  or  is  otherwise  prohibited 
from  public  disclosure  pursviant  to  the 
provisions  of  Part  20  of  this  chapter  and 
the  regulations  referoiced  therein.  The 
provisions  of  S9  314.14.  431.71,  and  601.51 
of  this  chapter  shall  determine  whether, 
and  the  extent  to  which,  relevant  data 
and  information  shall  be  made  available 
for  public  disclosure,  summarized  and 
discussed  in  open  session  but  not  other¬ 
wise  made  available  for  public  disclosure, 
or  not  in  any  way  discussed  or  disclosed 
in  open  session  or  otherwise  disclosed  to 
the  public. 

§  14.172  Utilization  of  a  poblir  adriaory 
committee  at  the  request  of  an  inter¬ 
ested  person. 

Any  interested  person  may  request, 
pursuant  to  i  10.30  of  this  chapter,  that 
a  specific  matter  relating  to  a  particular 
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human  prescription  drug  be  submitted 
to  an  appropriate  advisory  committee 
for  a  hearing  and  review  and  recommen¬ 
dations.  Any  such  request  shall  demon¬ 
strate  the  importance  of  the  matter  and 
the  reasons  why  it  should  be  submitted 
for  a  hearing  at  that  time.  The  Commis¬ 
sioner  may,  in  his  discretion,  grant  or 
deny  any  such  request. 

§  14.174  Advice  and  reconimondalions 
in  writing. 

Advice  and  recommendations  given  by 
an  advisory  committee  with  respect  to  a 
specific  drug  or  a  class  of  drugs  shall 
ordinarily  be  in  the  form  of  a  written 
report.  Such  written  report  may  con¬ 
sist  of  the  approved  minutes  of  the  meet¬ 
ing  or  a  separate  written  report.  Such 
written  report  shall  respond  to  the  spe¬ 
cific  Issues  or  questions  which  the  Com¬ 
missioner  has  addressed  to  the  advisory 
committee,  and  shall  state  the  basis  of 
the  advice  and  recommendations  of  the 
advisory  committee. 


PART  15— PUBLIC  HEARING  BEFORE  THE 
COMMISSIONER 
Subpart  A — General  Provisions 

Sec. 

16.1  Scope. 

Subpart  B — Procedures  for  Hearing  Before  the 
Commissioner 

15.20  Kotlce  of  a  public  bearing  before  the 

Commissioner. 

15.21  Kotice  of  appearance;  schedule  for 

hearing. 

15.25  Written  submission  pertaining  to  a 
public  hearing  before  the  Commis¬ 
sioner. 

16.30  Conduct  of  a  public  hearing  before 
the  Commissioner. 

Subpart  C — Records  of  a  Public  Hearing  Before 
the  Commissioner 

15.40  Administrative  record  of  a  public 
hearing  before  the  Commissioner. 
15.45  Examination  of  administrative  rec¬ 
ord. 

Authority:  The  Federal  Food,  D'ug,  and 
Cosmetic  Act  (sec.  201  et  seq.,  52  Stat.  1040; 
21  US.C.  321  et  seq.) ,  the  Public  Health  Serv¬ 
ice  Act  (sec.  1  et  seq.,  58  Stat.  682,  as 
amended;  42  TT.S.C.  201  et  seq.),  the  Com¬ 
prehensive  Drug  Abuse  Prevention  and  Con¬ 
trol  Act  of  1970  (sec.  4,  84  Stat.  1241;  42 
UJS.C.  257a),  the  Controlled  Substances  Act 
(sec.  301  et  seq.,  84  Stat.  1253;  21  TT.S.C.  821 
et  seq.),  the  Federal  Meat  Inspection  Act 
(sec.  409(b),  81  Stat.  600;  21  U.S.C.  670(b)), 
the  Poultry  Products  Inspection  Act  (sec. 
24(b)),  82  Stat.  807;  21  U.S.C.  467f(b)),  the 
Egg  Products  Inspection  Act  (sec.  2  et  seq., 
84  Stat.  1620;  21  U.S.C.  1081  et  seq.),  the 
Federal  Import  Milk  Act  (44  Stat.  1101;  21 
UA.C.  141  et  seq.),  the  Tea  Importation  Act 
(21  UJS.C.  41  et  seq.),  the  Federal  Caustic 
Poison  Act  (44  Stat.  1406;  15  U.S.C.  401-411 
notes),  the  Fair  Packaging  and  Labeling  Act 
(80  Stat.  1296;  15  U.S.C.  1451  et  seq.),  and  all 
other  statutory  authority  delegated  to  the 
Commissioner  (21  CFR  5.1). 

Subpart  A — General  Provisions 
§  15.1  Scope. 

Hiis  part  governs  tiie  practices  and 
procedures  applicable  whenever: 

(a)  The  Commissioner  concludes,  in 
hla  discretion,  that  tt  Is  In  the  public 
Interest  to  permit  Interested  persons  to 
present  data.  Information,  and  views  at 
a  public  hearing  on  any  particular  mat¬ 


ter,  or  class  of  matters,  of  Importance 
pending  before  the  Food  and  Drug  Ad¬ 
ministration. 

(b)  Pursuant  to  specific  provisions  in 
other  sections  of  this  chapter,  a  matter 
pending  before  the  Pood  and  Drug  Ad¬ 
ministration  is  subject  to  a  puUic  hear¬ 
ing  before  the  Commissioner.  Such  spe¬ 
cific  provisions  are  in  S  330.10(a)  (8)  of 
this  chapter  relating  to  review  of  the 
safety,  effectiveness,  and  labeling  of 
over-the-counter  drugs. 

(c)  A  person  who  has  right  to  an  (h>- 
portunity  for  a  formal  evidentiary  pub¬ 
lic  hearing  under  Part  12  of  this  chapter 
waives  that  opportunity  and  in  lieu 
thereof  requests  pursuant  to  !  12.32  of 
this  chapter  a  public  hearing  before  the 
Commissioner  pursuant  to  this  part,  and 
the  Commissioner,  in  his  discretion,  ac¬ 
cepts  this  request. 

Subpart  B — Procedures  for  Hearing  Before 
the  Commissioner 

§  15.20  Notice  of  a  public  hearing  lM‘f ore 
llie  Commissioner. 

(a)  If  the  Commissioner  determines 
that  a  public  hearing  before  the  Com¬ 
missioner  should  be  held  on  any  matter, 
he  shall  publish  in  the  Federal  Regis¬ 
ter  a  notice  of  hearing  setting  forth  the 
following  information: 

(1)  If  the  hearing  is  pursuant  to 
§  15.1(a)  or  (b) : 

(1)  The  purpose  of  the  hearing  and 
the  subject  matter  to  be  considered.  If 
any  written  document  Is  to  be  the  sub¬ 
ject  matter  of  the  hearing,  it  shall  be 
published  as  part  of  the  notice,  or  ref¬ 
erence  shall  be  made  to  it  if  it  has  al¬ 
ready  been  published  in  the  Federal 
Register,  or  the  notice  shall  state  that 
the  document  is  available  from  the 
Hearing  Clerk  or  an  agency  employee 
designated  in  the  notice, 

(ii)  The  time,  date,  and  place  of  the 
hearing,  or  a  statement  that  such  in¬ 
formation  shall  be  contained  in  a  subse¬ 
quent  notice  published  in  the  Federal 
Register. 

(2)  If  the  hearing  is  in  lieu  of  a  formal 
evidentiary  hearing  pursuant  to  §  15.1 
(c),  all  of  the  information  describe  in 
§  12.32(e)  of  this  chapter. 

(b)  The  scope  of  the  hearing  shall  be 
determined  by  the  notice  of  hearing  and 
any  specific  provisions  in  other  sections 
of  this  chapter.  If  any  such  specific  pro¬ 
vision,  e.g.,  §  330.10(a)  (10)  of  this  chap¬ 
ter,  limits  a  hearing  to  review  of  an  ex¬ 
isting  administrative  recoil,  data  and 
inf()rmation  not  already  Included  in  the 
record  shall  not  be  submitted  or  con¬ 
sidered  at  the  hearing. 

§  15.21  Nolii'o  of  appoaranre;  M'liediilc 
for  hearing. 

(a)  The  notice  of  hearing  shaU  pro¬ 
vide  interested  persons  an  opportimity  to 
file  a  written  notice  of  appearance  with 
the  Hearing  Clerk  within  a  specified 
period  of  time  in  the  form  and  pursusmt 
to  the  requirements  specified  in  S  12.45 
of  this  chapter.  If  the  puUic  interest 
requires  that  such  a  hearing  be  con¬ 
ducted  within  a  short  period  of  time, 
the  notice  may  name  a  specific  Food 
and  Drug  Administration  employee, 
together  with  his  telephone  number,  to 


whom  an  oral  notice  of  appearance  shall 
be  given.  A  written  or  oral  notice  of 
appearance  shall  be  received  by  the 
Hearing  Cleric,  or  other  designated  per¬ 
son,  by  the  close  of  business  of  the  day 
specified  in  the  notice. 

(b)  A  notice  of  appearance  shall  state 
the  approximate  amount  of  time  re¬ 
quested  by  the  person  for  his  presenta¬ 
tion.  Individuals  and  organizations  with 
common  interests  are  urged  to  consoli¬ 
date  or  coordinate  their  presentations. 

(c)  Promptly  after  expiration  of  the 
time  specified  in  the  notice  for  the  filing 
of  a  notice  of  appearance,  the  Commis¬ 
sioner  shall  determine  the  amount  of 
time  allocated  to  each  such  person  for 
his  oral  presentation  and  the  time  that 
oral  presentation  is  scheduled  to  begin. 
Each  such  person  shall  be  so  informed 
in  writing  or,  if  the  time  prior  to  the 
hearing  is  short,  by  telephone.  The  Com¬ 
missioner  may  require  joint  presenta¬ 
tions  by  persons  with  common  interests. 

(d)  The  Commissioner  shall  prepare 
a  hearing  schedule  showing  the  persons 
making  oral  presentations  and  the  time 
allotted  to  each  such  person,  which  shall 
be  filed  with  the  Hearing  Clerk  and 
mailed  or  telephoned  to  each  such  person 
and,  if  time  permits,  published  in  the 
Federal  Register. 

§  15.25  Written  8ubnii8!«ion$i  pertaining 
to  a  public  hearing  before  the  Com¬ 
missioner. 

Any  interested  person  may  submit 
data,  information,  or  views  on  the  matter 
that  is  the  subject  of  the  hearing  in  writ¬ 
ing  to  the  Hearing  Clerk,  pursuant  to 
§  10.20  of  this  chapter.  The  record  of  the 
hearing  shall  remain  open  for  15  days 
after  the  hearing  is  held  for  any  addi¬ 
tional  written  submissions,  unless  the 
notice  of  the  hearing  specifies  otherwise 
or  the  presiding  officer  rules  otherwise  at 
the  hearing. 

§  15.30  Cx>nduct  of  a  public  bearing  be¬ 
fore  the  Commissioner. 

(a)  The  Commissioner  or  his  designee 
shall  preside  at  the  hearing,  except  where 
specific  provisions  in  other  sections  of 
this  chapter  require  that  the  Commis¬ 
sioner  preside  personally.  The  presiding 
officer  may  be  accompanied  by  other 
Food  and  Drug  Administration  employees 
or  other  Federal  government  employees 
designated  by  the  Commissioner,  who 
may  serve  as  a  panel  in  conducting  the 
hearing. 

(b)  The  hearing  shall  be  transcribed. 

(c)  Each  person  may  use  his  allotted 
time  in  whatever  way  he  wishes,  con¬ 
sistent  with  a  reasonable  and  orderly 
hearing.  A  person  may  be  accompanied 
by  any  number  of  additional  pei'sons, 
and  may  present  any  written  data,  infor¬ 
mation,  or  views  for  inclusion  in  the  rec¬ 
ord  of  the  hearing,  subject  to  the  require¬ 
ments  of  §  15.25. 

(d)  If  a  person  is  not  present  at  the 
time,  specified  for  his  presentation,  the 
persons  following  will  appear  in  order. 
An  attempt  will  be  made  to  hear  any 
such  person  at  the  conclusion  of  the 
hearing.  Any  other  Interested  persons 
attending  the  hearing  who  did  not  re¬ 
quest  an  opportunity  to  make  an  oral 
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presentation  shall  be  given  an  opportu¬ 
nity  to  make  an  oral  presentation  at  the 
conclusion  of  the  hearing,  in  the  discre¬ 
tion  of  the  presiding  officer,  to  the  extent 
that  time  permits.  ‘ 

(e)  The  presiding  officer  and  any  other 
persons  serving  with  him  as  a  panel  may 
question  any  person  during  or  at  the 
conclusion  of  his  presentation.  No  other 
person  attending  the  hearing  may  ques¬ 
tion  a  person  making  a  presentation.  The 
presiding  officer  may  allot  addltlcmal 
time  to  any  person  when  he  concludes 
that  It  Is  In  the  public  Interest,  but  may 
not  reduce  the  time  allotted  for  any 
person  without  their  consent. 

(f)  The  hearing  shall  be  informal  in 
nature,  and  the  rules  of  evidence  shall 
not  apply.  No  motions  or  objections  re¬ 
lating  to  the  admissibility  of  data.  Infor¬ 
mation,  and  views  shall  be  made  or  con¬ 
sidered,  but  other  participants  may 
comment  upon  or  rebut  all  such  data, 
information,  and  views.  No  participant 
may  interrupt  the  presentation  of  an- 
otlier  participant  at  any  hearing  for 
any  reason. 

Subpart  C — Records  of  a  Public  Hearing 
Before  the  Commissioner 

§  l.'>.40  .\dmini(»tr«tiv«  record  of  m  pub¬ 
lic  hearing  before  the  t'.oniiniM»>ioner. 

(a)  Hie  administrative  record  of  a 
public  hearing  before  the  Commissioner 
shall  consist  of  the  following: 

(1)  All  relevant  Federal  Register  no¬ 
tices,  including  any  documents  to  which 
they  refer, 

(2)  All  written  submissions  pursuant 
to  §  15.25. 

(3)  The  transcript  of  the  oral  hearing. 

(b)  The  record  of  the  administrative 
proceeding  shall  be  closed  at  the  time 
speeffied  in  f  15.25. 

§1S.  15  Exiiniinaliuii  uf  udiiiinUlralivc 
record. 

The  availability  for  public  examination 
and  copying  of  each  document  which  is 
a  part  of  the  administrative  record  of 
the  hearing  shall  be  governed  by  the  pro- 
visiems  of  S  10.20(J)  (rf  this  chapter.  Each 
document  which  is  available  for  public 
examination  or  copying  shall  be  placed 
on  public  display  In  the  office  of  the 
Hearing  Clerk  promptly  upon  receipt  in 
that  office. 


PART  16 — REGULATORY  HEARING  BE¬ 
FORE  THE  FOOD  AND  DRUG  ADMINIS¬ 
TRATION 

Subpart  A — GenerBi  Provision* 

Sec. 

16.1  Scope. 

16.5  Ini^ipllcabillty  and  limited  appllca- 
bUity. 

Subpart  B — Initiation  of  ProcoodingB 
16.23  Regulatory  bearing  on  the  tnttlatiTe 

1624  Begulatmy  bearing  pursuant  to  regu¬ 
lation. 

Subpart  C — PraaldtaiE  Officer  and  Cemmiaaiener 

16.40  Preaiding  oOemr. 

16.41  Oommlaatonar. 

Subpart  D  PrecedureB  for  Regulatory  Hoartng 
16A0  Hearing  prooadura. 

16.63  Right  to  oounseL 


Subpsrt  E — Administrative  llecerd  Dedaion* 

Sec. 

16.80  Administrative  record  of  a  regulatory 
bearing. 

16.86  Kxamlnatton  at  admlnlstratlva  record. 
16.65  Record  tot  admlnlatrattva  deetaton. 

Subpart  F — Weconaidoi  Btion  and  Stay 
16.119  Reconsideration  and  stay  of  action. 

Subpart  Q — Judicioi  Bovtavi 
16.130  Judicial  review. 

Acthoritt:  The  Federal  Food,  Drug,  and 
Coemetic  Act  (sec.  301  ct  seq..  53  Stat.  KMO; 
31  VS.C.  331  et  seq.l.  the  PubUc  Health  Serv¬ 
ice  Act  (sec.  1  et  seq.,  56  Stat.  683.  as 
amended;  43  U.S.C.  201  et  seq.).  the  Com¬ 
prehensive  Drug  Abuse  Prevention  and  Con¬ 
trol  Act  of  1970  (sec.  4.  84  Stat.  1241;  43 
U.S.C.  257a),  the  Controlled  Substancea  Act 
(see.  301  et  seq.,  84  Stat.  1253;  31  U.8.C.  831 
et  seq.),  the  Federal  Meat  Inspection  Act 
(sec.  409(b),  81  Stat.  600;  31  UA.C.  6T9(b)). 
the  Poultry  Producta  Inspection  Act  (sec. 
24(b).  83  Stat.  807;  31  U.aC.  467f(b)).  the 
Egg  Products  Inspection  Act  (sec.  3  et  seq., 
84  SUt.  1620;  31  UB.C.  1031  et  seq.).  the 
Federal  Import  Milk  Act  (44  Stat.  1101;  21 
U.S.C.  141  et  seq.) .  the  Tea  Importation  Act 
(21  UB.C.  41  et  seq.).  the  Federal  Caustic 
Poison  Act  (44  Stat.  1406;  15  UB.C.  401-411 
notes) ,  the  Fair  Packaging  and  Labeling  Act 
(80  Stat.  1296;  15  U.S.C.  1481  et  aeq.).  and  all 
other  statutory  authority  delegated  to  the 
Commissioner  (31  CFB  5.1). 

Subpart  A — General  Proi^ons 
§  I  r>.  1  Si-opr. 

This  part  governs  the  practices  and 
procedures  applicable  whenever: 

(a)  The  Commissioner  Is  considering 
any  regulatory  action,  including  a  re¬ 
fusal  to  act,  and  concludes,  hi  his  discre¬ 
tion.  on  his  own  initiative  or  at  the  sug¬ 
gestion  of  any  person,  to  offer  an  oppor¬ 
tunity  for  a  re^atory  hearing  to  obtain 
additional  information  before  he  makes 
a  decision  or  takes  action. 

(b)  Any  provision  in  any  regulation 
of  this  chapter  provides  any  person  with 
an  opportunity  for  a  hearing  with  respect 
to  any  regulatory  action,  including  pro¬ 
posed  action,  and  such  regulation  either 
specifically  provides  an  opportunity  for  a 
regulatory  hearing  pursuant  to  this  sub- 
part  or  provides  an  opportimlty  for  a 
hearing  but  does  not  specify  the  pro¬ 
cedures  for  such  hearing  and  such  pro¬ 
cedures  are  not  specified  In  other  provi¬ 
sions  of  this  chapter.  Such  sections  are: 

(1)  Section  202.1(j)(S).  relating  to 
approval  of  prescription  drug  advertise¬ 
ments. 

(2)  Section  80.31(b),  relating  to  re¬ 
fusal  to  certify  a  batch  of  a  color  addi¬ 
tive. 

(3)  Section  80.34(b).  relating  to  sus¬ 
pension  of  certification  service  for  a  color 
additive. 

(4)  Section  71.37(a),  relating  to  use 
of  food  containing  a  new  color  additive. 

(5)  Section  130.17(1),  rating  to  a 
temporary  permit  to  vary  from  a  food 
standard. 

(6)  Section  170.17(b>.  rriatlng  to  use 
of  food  containing  an  Investigational 
food  additive. 

(7)  Section  511.1(b)  (5),  relating  to 
use  of  food  containing  an  Investigational 
new  animal  drug. 


(8)  Section  511.1(c)(1).  rating  to 
termination  of  an  INAD  for  an  Inves¬ 
tigator. 

(9)  Section  511.1  (c)(4)  and  (d),  re¬ 
lating  to  termlnatiim  of  an  INAD  for  a 
sptmsor. 

(10)  Section  514.210,  rriating  to  sus¬ 
pension  ot  certification  service  tor  a  vet¬ 
erinary  antibiotic  drug. 

(11)  Section  312.1(c)(1),  relating  to 
whether  an  investigator  is  entitled  to 
receive  investigational  new  drugs. 

(12)  Section  312.1  (c)(4)  and  (d),  re¬ 
lating  to  termination  of  an  IND  for  a 
sponsor. 

(13)  Section  312.9(c).  relating  to  ter- 
minatitm  of  an  IND  for  tests  in  vitro  and 
In  laboratory  research  animals  for  a 
sponsor. 

(14)  Section  429.50,  relating  to  sus¬ 
pension  of  certification  service  for  an 
insulin  drug. 

(15)  Section  431.53,  relating  to  sus¬ 
pension  of  certification  service  fm*  an 
antibiotic  drug, 

(16)  Section  433.2(d).  rating  to  ex¬ 
emption  from  certification  for  an  anti¬ 
biotic  drug. 

(17)  Section  433.12(b)(5).  relating  to 
an  exempikm  from  labeling  for  a  certifi¬ 
able  antibiotic  drug. 

(18)  Section  433.13(b).  relating  to  an 
exemption  from  manufacttirlng  use  for 
a  certifiable  antiUotlc  drug. 

(19)  Section  433.14(b),  relating  to  an 
exemption  for  storage  for  a  certifiable 
antibiotic  drug.^ 

(20)  SectUm  433.15(b).  relating  to  an 
exemption  tor  processing  for  a  certifiable 
antibiotic  drug. 

(21)  Section  433.16(b),  relating  to  an 
exempiicm  for  repacking  for  a  certifiable 
antibiotic  drug. 

(22)  SecUon  1003.11(a)(3).  relating 
to  the  failure  of  an  electronic  product  to 
comply  with  an  i^licable  standard  or 
to  a  defect  in  an  elmtnmic  pr<xluct. 

(23)  Section  1003.31(d),  rdating  to 
denial  of  an  exemption  from  notification 
requirements  for  an  electnmic  product 
which  fails  to  comply  with  an  applicable 
standard  or  has  a  defect. 

(24)  Section  1004.6,  relating  to  plan 
for  repurchase,  repair,  replacement 
of  an  electronic  ixxxluct. 

(25)  Sectixxi  1210.30,  relating  to  de¬ 
nial.  suspension,  or  revocation  of  a  per¬ 
mit  under  the  Federal  Import  Milk  Act. 

(26)  Any  other  provision  in  the  regu¬ 
lations  in  this  chapter  under  which  a 
party  who  is  advers^  affected  by  regu¬ 
latory  action  is  entitled  to  an  opportu¬ 
nity  for  a  hearing,  and  no  other  proce¬ 
dural  provisions  in  this  part  are  by  regu- 
latkm  applicable  to  such  hearing. 

§  16.5  Inapplirubilily  and  limil«*«i  ap- 
plicabilily. 

(a)  The  provisiOTs  of  this  part  are  in¬ 
applicable  to  the  following: 

(1)  Informal  presentation  of  views  be¬ 
fore  r^xnrtlng  a  criminal  violation  pur¬ 
suant  to  section  305  of  the  act  and  sec¬ 
tion  5  of  the  Federal  Import  Milk  Act 
and  9 1210.31  of  this  chapter. 

(2)  A  hearing  with  respect  to  a  refusal 
of  admissiim  of  a  food,  drug,  device,  or 
cosmetic  piu^uant  to  section  801(a)  of 
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the  act  and  §  1.94  of  this  chapter,  or  ot 
an  electronic  product  pursuant  to  sec¬ 
tion  360(a)  of  the  Public  Health  Service 
Act  and  S  1005.20  of  this  chapter. 

(3)  Factory  inspections,  recalls,  regu¬ 
latory  letters,  and  similar  compliance 
activities  related  to  law  mforcement. 

(b)  The  provisions  of  this  subpcirt  are 
applicable  to  hearings  conducted  pur¬ 
suant  to  i^jecific  procedural  provisions  In 
other  sectkms  of  this  chapter  to  the  ex¬ 
tent  that  the  provisions  of  this  snbpart 
are  In  addition  to  the  provisions  In  such 
other  sections  and  not  In  cmiflict  with 
them,  e.g.,  the  right  to  counsel,  public 
notice  of  the  hearing,  reconsideration 
and  stay,  and  judicial  review.  Such 
other  sections  Include  Sul^art  A  of  Part 
108  of  this  chapter,  relating  to  emer¬ 
gency  permit  controL 

Subpart  B — Initiation  of  Proceedings 

§  16.22  Regulatory  hearing  on  the  ilii- 
tiative  of  the  Conunisisoner. 

(a)  A  regulatory  hearing  on  the  Initia¬ 
tive  of  the  Commissioner  pursuant  to 
§  16.1(a)  shall  be  initiated  a  notice 
ot  (^portimlty  for  hearing  from  the  Food 
and  Drug  Admlnistratltm. 

(1)  Such  notice  shall  be  sent  by  regis¬ 
tered  mall,  telegram,  telex,  personal  de¬ 
livery,  or  any  other  mode  of  written  com¬ 
munication. 

(2)  Such  notice  shall  specify  the  facts 
and  the  action  that  are  the  subject  of 
the  (vportunlty  for  a  hearing. 

(3)  Such  notice  shall  state  that  the 
notice  of  opportunity  f  hearing  and  ttie 
hearing  are  governed  by  the  provisions 
of  this  subpart. 

(4)  Such  notice  shall  state  the  time 
within  which  a  hearing  shaU  be  request¬ 
ed,  shall  be  signed  by  the  Food  and  Drug 
Administration  onployee  who  will  be  the 
presiding  officer  in  the  event  a  hearing 
Is  held,  and  shall  state  the  name,  ad¬ 
dress.  and  telephone  munber  of  the  pre¬ 
siding  officer. 

(b)  Any  person  offered  an  opportunity 
for  a  hearing  shaU  have  the  amount  of 
time  specified  In  the  notice,  which  shall 
be  not  less  than  3  working  days  after  re¬ 
ceipt  of  such  notice,  within  which  to  re¬ 
quest  a  hearing.  Such  request  may  be 
filed  by  registered  mail,  telegram,  telex, 
personal  delivery,  or  any  other  mode  of 
written  commimlcation,  addressed  to  the 
presiding  officer.  If  no  response  is  filed 
within  such  time,  the  offer  shall  be 
deemed  to  have  been  refused  and  no 
hearing  shall  be  held. 

(c)  If  a  hearing  is  requested,  such 
hearing  shall  take  place  at  a  time  and 
location  agreed  upon  by  the  party  re¬ 
questing  the  hearing  and  the  presiding 
officer  or,  if  such  agreement  cannot  be 
reached,  at  a  reasonable  time  and  loca¬ 
tion  designated  by  the  presiding  officer. 

(d)  A  notice  of  opportunity  for  hear¬ 
ing  under  this  section  shall  not  operate 
to  delay  or  stay  any  administrative  ac¬ 
tion.  including  enforcement  action  of  any 
kind,  by  the  agency  unless  the  CTommis- 
sioner.  In  his  discretion,  determines  that 
delay  or  a  stay  is  in  the  public  interest. 


§  16.24  Regulatory  hearing  pursuant  to 
regulation. 

(a)  A  regulatory  hearing  pursuant  to 
a  regulation  listed  In  f  16.1(b)  shall  be 
initiated  by  a  notice  of  opportunity  for 
hearing  from  the  Food  and  Drug  Admin¬ 
istration. 

(1)  Such  notice  shall  be  sent  by  reg¬ 
istered  mail,  telegram,  telex,  personal  de¬ 
livery,  or  any  other  mode  of  written  ctnn- 
mimlcatlon. 

(2)  Such  notice  shall  specify  the  facts 
and  the  action  that  are  the  subject  of  the 
opportunity  for  hearing,  and  shall  state 
whether  the  action  Is  or  Is  not  being 
taken  pending  the  hearing  pursuant  to 
paragraph  (f )  of  this  section. 

(3)  Such  notice  shaU  state  that  the 
notice  of  opportunity  for  hearing  and  the 
hearing  are  governed  by  the  provisions 
of  this  subpart. 

(4)  Such  notice  shaU  state  the  time 
within  which  a  hearing  shall  be  re¬ 
quested,  and  shall  state  the  name,  ad¬ 
dress,  and  telephone  munber  of  the  Food 
and  Drug  Administration  employee  to 
whom  any  request  for  hearing  shall  be 
addressed. 

(b)  Any  persim  offered  an  opportunity 
for  hearing  shall  have  the  amount  of 
time  specified  In  the  notice,  which  shall 
be  not  less  than  3  woi^lng  days  after 
receipt  of  such  notice,  within  which  to 
request  a  hearing.  Such  request  may  be 
filed  by  registered  man,  telegram,  telex, 
personal  delivery,  or  any  other  mode  of 
written  communicatlcm,  addressed  to  the 
presiding  officer.  If  no  response  Is  filed 
within  such  time,  the  offer  shall  be 
deemed  to  have  been  refused  and  no 
hearing  shall  be  held. 

(c)  If  a  hearing  Is  requested,  the  Com¬ 
missioner  shall  designate  a  presiding  of¬ 
ficer  and  such  hearing  shall  take  place  at 
a  time  and  location  agreed  upon  by  the 
party  requesting  the  hearing  and  the 
presiding  (^cer  or.  If  such  agreement 
cannot  be  reached,  at  a  reasonable  time 
and  location  designated  by  the  presiding 
officer.  The  hearing  may  not  be  required 
to  be  held  at  a  time  less  than  two  work¬ 
ing  days  subsequent  to  receipt  of  the  re¬ 
quest  for  heari^. 

(d)  Before  the  hearing,  the  Food  and 
Drug  Administration  shall  give  to  the 
party  requesting  the  hearing  reasonable 
notice  of  the  matters  to  be  considered  at 
the  hearing.  Including  a  comprehensive 
statement  of  the  basis  for  the  decision  or 
action  taken  or  proposed  that  is  the  sub¬ 
ject  of  the  hearing  and  a  general  sum¬ 
mary  of  the  Information  that  will  be 
presented  by,  the  Food  and  Drug  Ad¬ 
ministration  at  the  hearing  in  support  of 
such  decision  or  action.  Such  i^orma- 
tion  may  be  given  orally  or  in  writing, 
in  the  discretion  of  the  Commissioner. 

(e)  The  Food  and  Drug  Administration 
and  the  party  requesting  the  hearing 
shall.  If  feasible,  at  least  1  day  before 
the  hearing  provide  to  each  other  writ¬ 
ten  notice  of  any  published  articles  or 
written  information  to  be  presented  at 
or  relied  on  at  the  hearing.  A  copy  shall 
also  be  provided  in  advance  If  the  other 


participant  could  not  reasonably  be  ex¬ 
pected  to  have  or  able  to  obtain  a  copy. 
If  written  notice  or  a  copy  Is. not  so 
provided,  the  presiding  officer  shall.  If 
time  permits,  allow  the  party  who  did  not 
receive  the  notice  or  copy  addltl<mal 
time  after  the  close  of  the  hearing  to 
make  a  submission  with  respect  to  the 
article  or  Information. 

(f)  The  Commissioner  may  take  such 
action  pending  a  hearing  pursuant  to 
this  section  as  he  c(mcludes  Is  necessary 
to  protect  the  public  health,  except  where 
expressly  prohibited  by  statute  or  regu¬ 
lation.  A  hearing  to  consider  action  al¬ 
ready  taken,  and  not  stayed  by  the  Com¬ 
missioner,  shall  be  conducted  on  an  ex¬ 
pedited  basis. 

(g)  On  the  basis  of  the  administrative 
record  of  the  hearing  specified  in  §  16.80 
(a) ,  the  Commissioner  shall  issue  a  writ¬ 
ten  decision  stating  the  reasons  for  his 
administrative  action  and  thef  basis  in 
the  record. 

Subpart  C — Presiding  Officer  and 
Commissioner 

§  16.40  Presiding  officer. 

(a)  Any  Food  and  Drug  Administra¬ 
tion  employee  to  whom  the  Commissioner 
delegates  such  authority,  or  any  other 
agency  employee  designated  by  an  em¬ 
ployee  to  whom  such  authority  is  dele¬ 
gated,  may  serve  as  the  presiding  officer 
at  and  cmiduct  a  regpilatory  hearing  pur¬ 
suant  to  the  provisions  of  this  subpart. 

(b)  The  presiding  officer  shall  be  free 
from  bias  or  prejudice  and  shall  not  have 
participated  In  the  investigation  or  ac¬ 
tion  that  Is  the  subject  of  the  hearing 
or  be  subordinate  to  a  person,  other  than 
the  Commissioner,  who  has  participated 
In  such  Investigation  or  action. 

(c)  A  different  presiding  officer  may 
be  substituted  for  the  one  originally  de¬ 
signated  pursuant  to  i§  16.22  and  16.24 
without  notice  to  the  parties. 

§  16.42  (^lommissioner. 

Whenever  the  Commissioner  has  dele¬ 
gated  authcKity  imder  Part  5  of  this 
chapter  with  respect  to  a  matter  for 
which  a  regulatory  hearing  is  available 
under  this  subpart,  the  fimctions  of  the 
Commissioner  under  this  part  may  be 
performed  by  any  of  the>officials  to  whom 
the  authority  has  been  delegated. 

Subpart  D — Procedures  for  Regulatory 
Hearing 

§  16.60  Hearing  procedure. 

(a)  A  regulatory  hearing  shall  be  a 
public  hearing,  except  when  the  Com¬ 
missioner  determines  that  all  or  part  of 
a  hearing  should  be  closed  In  order  to 
prevent  a  clearly  unwarranted  invasion 
of  personal  privacy;  to  prevent  the  dis¬ 
closure  of  a  trade  secret  or  confidential 
commercial  or  finance  Information  that 
Is  not  available  for  public  disclosure  pur¬ 
suant  to  §  20.61  of  this  chapter;  or  to 
protect  Investigatory  records  comj^lecl 
for  law  enforcement  purposes  that  are 
not  available  for  p(fi>llc  disclosure  pur¬ 
suant  to  §  20.64  of  this  chapter. 
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(1)  The  C<xnmls8h»er  xnfty  determlM 
that  a  regulatorj  hearing  shall  be  ckised 
either  mi  his  InltlatiTe  or  pursuant  to  a 
request  by  the  party  asking  for  a  regula¬ 
tory  hearing,  at  the  time  he  requests 
such  hearing. 

(2)  If  the  hearing  Is  a  private  hear¬ 
ing.  no  persons  other  than  the  party 
requesting  the  hearing,  his  counsd  and 
witnesses,  and  an  emj^ee  or  oensultant 
or  other  person  subject  to  a  cMnmercial 
arrangement  as  detoed  In  S  20.81(a)  of 
this  chapter,  and  Food  and  Drug  Admin¬ 
istration  representatives,  shall  be  enti¬ 
tled  to  attend. 

(3)  If  the  hearing  Is  a  public  hearing. 
It  shall  be  announced  on  the  pubUc  cal- 
OKlar  described  In  i  10.100(a)  of  this 
chapter  whenever  feasible,  and  any  In¬ 
terested  person  who  attends  the  hear¬ 
ing  may  participate  to  the  extent  of  pre¬ 
senting  relevant  lnformatl<m. 

(b)  A  regulatory  hearing  shall  be  con¬ 
ducted  by  a  presiding  ofBcer.  Employees 
of  the  Food  and  Drug  Administration 
shall  first  give  a  full  and  complete  state¬ 
ment  of  the  action  which  is  the  subject 
of  the  hearing,  together  with  the  Infor¬ 
mation  and  reasons  supporting  It.  aiKl 
may  present  any  oral  or  written  Infor¬ 
mation  relevant  to  the  hearing.  The 
party  requesting  the  hearing  shall  then 
have  the  right  to  present  any  oral  or 
written  information  relevant  to  the  hear¬ 
ing.  All  parties  may  confront  and  con¬ 
duct  reasonable  cross-examination  of 
any  person  (except  for  the  presiding  of- 
flow  and  counsel  for  the  parties)  who 
makes  any  statement  with  reiH>ect  to 
the  matter  at  the  hearing. 

(c)  The  hearing  shall  be  informal  In 
nature,  and  the  rules  of  evidence  shall 
not  ai^ly.  No  motions  or  obJectlMis  re¬ 
lating  to  the  admissibility  of  data,  InfMr- 
matlon.  and  views  shall  be  made  or  con¬ 
sidered,  but  any  other  pertr  may 
commMit  upon  or  rrit>ut  all  such  datci, 
Informaticm.  and  views. 

(d)  The  Commissioner  may,  in  his  dis¬ 
cretion.  order  the  hearing  to  be  tran¬ 
scribed.  The  party  requesting  the  hear¬ 
ing  shall  have  the  right  to  have  the 
hearing  transcribed,  at  his  expense.  In 
which  case  a  copy  of  such  transcription 
shall  be  furnished  to  the  Food  and  Drug 
Administration  and  Included  with  the 
presiding  ofllcer's  repmt  of  the  hearing. 
Any  transcription  of  the  hearing  shall 
be  Included  with  the  presiding  officer’s 
report  oi  the  hearing. 

(e)  The  presiding  <^cer  shall  prep>are 
a  written  report  of  the  hearing.  AH  writ- 
tMi  material  presented  at  the  hearing 
shall  be  attached  to  the  report.  Who¬ 
ever  time  permits,  the  parties  to  the 
hearing  sh^  be  given  the  opportunity 
to  review  and  offer  corrections  to  the 
presiding  officer’s  report  of  the  hearing. 

(f)  The  presiding  officer  shall  Include 
as  part  (ff  his  report  of  the  hearing  a 
finding  on  the  credibility  of  witnesses 
(other  than  expert  witnesses)  whenever 
credibility  Is  a  material  Issue,  and  diall 
Include  a  recomniMided  decision,  with  a 
statement  of  reasons,  unless  the  Com- 
mlsslcmer  directs  otherwise. 

(g)  The  presiding  officer  shall  have  the 
power  to  take  such  actions  and  make 
such  rulings  as  are  necessary  or  appro¬ 


priate  to  maintain  order  and  to  conduct 
a  fair,  expedltloas,  and  impartial  hear¬ 
ing,  and  to  oiforce  the  requirements  of 
this  sulHiart  pertaining  to  the  conduct  of 
hearings.  ’The  presiding  officer  may  di¬ 
rect  that  the  hearing  shall  be  conducted 
In  any  suitable  manna:  permitted  by  law 
and  these  regulations. 

§  16.62  Right  to  counsel. 

Any  party  to  a  hearing  pursuant  to  this 
part  shall  have  the  right  at  all  times 
to  be  advised  and  accompanied  by  coun¬ 
sel. 

Subpart  E — Administrative  Record 
Decisions 

§  16.80  .Administrative  record  of  a  rt'g- 
ulatory  hearing. 

(a)  The  record  of  the  regulatory  hear¬ 
ing  shall  consist  the  foUowlng: 

(1)  The  notice  (ff  opportunity  for 
hearing  and  the  response  thereto. 

(2)  All  written  data.  InformatlMi,  and 
views  submitted  to  the  presiding  officer 
at  the  hearing  or  thereafter  If  qieclfl- 
cally  permitted  by  the  presiding  officer. 

(3)  Any  transcript  of  the  hearing. 

(4)  The  presiding  officer’s  r^TMt  of 
the  hearing  and  corrections  ot  the  report 
submitted  pursuant  to  1 16.60(e) . 

(b)  The  record  of  the  regulatory 
hearing  shall  be  closed  with  respect  to 
the  submission  of  data,  information,  and 
views,  at  the  close  of  the  hearing,  unless 
the  presiding  officer  specifically  permits 
additional  time  for  a  further  sutunlsskm. 

(c)  The  record  of  the  administrative 
proceeding  shall  consist  of  the  record  of 
the  regulatory  hearing,  the  Commis¬ 
sioner's  declslMi  referred  to  In  i  16.24(g) , 
and  the  other  data  and  lnformati<m  re¬ 
ferred  to  In  I  16.9S(a). 

§  16.85  Examination  of  adminwtrative 
record. 

The  availability  for  public  dlscloeure 
of  each  document  which  Is  a  part  of  the 
administrative  record  of  a  regulatory 
hearing  shall  be  governed  by  the  provi¬ 
sions  of  Part  20  of  this  chapter  and  the 
regulations  referenced  ther^n. 

§  16.95  Record  for  administrative  deci> 
sion. 

(a)  With  respect  to  any  matter  which 
is  subject  to  an  oi^rtunlty  for  a  hear¬ 
ing  pursuant  to  SI  16.1(a)  and.16.22,  the 
administrative  record  of  the  hearing 
specified  In  S  16.80(a)  shall  be  consid¬ 
ered  by  the  Commissioner  together  with 
all  other  relevant  data  and  Information 
available  to  the  Food  and  Drug  Admin¬ 
istration  In  determining  whether  regu¬ 
latory  action  should  be  taken  and,  if  so. 
what  form  of  regulatory  action  should  be 
taken. 

(b)  With  respect  to  any  matter  which 
Is  subject  to  an  opportunity  for  a  hear¬ 
ing  pursuant  to  If  16.1(b)  and  16.24, 
the  administrative  record  of  the  hearing 
specified  in  S  16.80(a)  shsdl  cmstltute 
the  exclusive  reem^  for  decision. 

Subpart  F — Reconsideration  and  Stay 

§  16.119  Reconsidemtion  and  stay  of  ac¬ 
tion. 

Following  any  final  administrative  ac¬ 
tion  which  is  the  subject  of  a  hearing 


pursuant  to  this  part  or  any  provi¬ 
sion  referenced  In  1 16.S(b),  any  party 
may  petition  the  Commissioner  for  re- 
c<msideratlon  of  any  part  or  all  such 
decision  or  action  pursuant  to  S  10.33  of 
this  chapter  or  may  petition  for  a  stay 
of  such  decision  or  action  pursuant  to 
1 10.39  of  this  chapter. 

Subpsrt  6— Judicial  Review 
§16.120  Judicial  review.  ' 

’The  availability  of  Judicial  review  with 
respect  to  any  regulatory  action  which  Is 
the  subject  of  a  hearing  pursuant  to  this 
subpart  shall  be  governed  by  the  provi¬ 
sions  of  1 10.45  of  this  chapter. 


PART  19— STANDARDS  OF  CONDUCT  AND 
CONFLICTS  OF  INTEREST 
Subpart  A— Qanaral  ProvMom 

Sec. 

19.1  Scope. 

10.6  Refwence  to  D^>artinent  regulatlooa. 
19.e  Code  at  ethics  for  govenuneat  aarrleoi. 
19.10  Food  and  Drug  Administration  Con¬ 
flict  of  Interest  Bsrlew  Board. 

Subpart  a— Naperting  ef  VMstlsns 

19.21  Duty  to  report  violation. 

Subpart  C — DtiquaWflcatlow  Canditiens 
19.46  Temporary  dlequallflcatlon  of  framer 
employees. 

19.66  Permanent  disqualification  of  former 
employees. 

Autbobitt:  The  Federal  Food.  Drug,  and 
Ooemetlc  Act  (see.  201  et  ssq..  62  Stat.  1040; 
21  UJB.C.  321  et  aeq.) ,  the  Publle  Health  Serv- 
loe  Act  (see.  1  et  aeq..  62  Stat.  682.  aa 
amended:  42  UB.O.  201  et  aeq.),  the  Oom- 
prehenslve  Drug  Abuse  Prevention  and  Con¬ 
trol  Act  of  1970  (aec.  4.  24  Stot.  1241;  42 
T7JS.C.  267a),  the  Controlled  Subatanoea  Act 
(sec.  SOI  et  seq..  24  SUt.  1283;  21  UH.C.  821 
et  seq.),  the  Federal  Meat  Inspection  Act 
(sec.  400(b).  81  Stat.  600;  21  DjB.C.  679(b)). 
the  Poultry  Produots  Inspection  Act  (see. 
34(b).  82  Stat.  807;  21  467f(b)),  the 

■gg  Products  Inspection  Act  (see.  2  et  aeq., 
24  Stat.  1830;  31  UH.C.  1021  et  seq.),  the 
Federal  Import  Milk  Act  (44  Stat.  1101;  21 
UH.C.  141  et  seq.) .  the  Tea  Importation  Act 
(31  UJS.C.  41  et  seq.),  the  Federal  Caustic 
Polscm  Act  (44  Stat.  1406;  18  UH.C.  401-411 
notes) ,  the  Fair  Packaging  and  Labeling  Act 
(80  Stat.  1306;  16  UH.C.  1421  at  seq.),  and  aU 
other  statutory  aBthorlty  iMegated  to  the 
Commissioner  (21  CFB  6.1). 

Subpart  A — General  Provisions 
§  19.1  Scope. 

This  part  governs  the  standards  of 
conduct  for.  and  establishes  regulations 
to  prevent  confilcts  of  Interest  by,  aU 
Food  and  Drug  Administration  em¬ 
ployees. 

§  19.5  Reference  lo  Dcpertmenl  regu¬ 
lations. 

(a)  The  provisions  of  45  CPTl  Part  73. 
establishing  standards  of  conduct  for  all 
Department  employees,  are  fully  ap- 
Idlcable  to  all  Food  and  Drug  Admin¬ 
istration  employees,  except  that  such 
r^rulatlons  shall  be  aivUcable  to  special 
government  employees.  Le.,  ccmsultants 
to  the  Food  and  Drug  Administration, 
only  to  the  extent  stated  In  Siibpart  L  of 
45  cm  Part  73. 

(b)  The  provisions  of  45  CFR  Part  73a 
supplement  the  Department  standards  of 
conduct  and  apply  only  to  Food  and  Drug 
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Administration  employees  except  special 
goyemment  employees. 

§  19.6  Code  of  ethics  for  government 
service. 

The  following  code  of  ethics,  adopted 
by  Congress  on  July  11. 1958,  shall  airily 
to  all  Food  and  Drug  Administration  em¬ 
ployees: 

Code  c*"  Ethics  rc«  Goveenment  Service 

Any  person  In  Government  service  should: 

1.  Put  loy&lty  to  the  highest  moral  prin¬ 
ciples  and  to  country  above  loyalty  to  per¬ 
sons.  party,  or  Government  department. 

а.  Uphold  the  Constitution,  laws,  and  legal 
regulations  of  the  United  States  and  of  all 
governments  therein  and  never  be  a  party 
to  their  evasion. 

5.  Give  a  full  day’s  labor  for  a  full  day’s 
pay;  giving  to  the  performance  of  his  duties 
his  earnest  effort  and  best  thought. 

4.  Seek  to  find  and  employ  more  efficient 
smd  economical  ways  of  getting  tasks  accom¬ 
plished. 

б.  Never  discriminate  unfairly  by  the  dis¬ 
pensing  of  special  favors  or  privileges  to  any¬ 
one.  whether  for  remuneration  or  not;  and 
never  accept,  for  himself  or  his  family,  favors 
or  benefits  undw  circumstances  which  might 
be  construed  by  reasonable  persons  as  in¬ 
fluencing  the  performance  of  his  govern¬ 
mental  duties. 

6.  Make  no  private  promises  of  any  kind 
binding  upon  the  duties  of  office,  itooe  a 
Government  employee  has  no  private  word 
which  can  be  binding  on  public  duty. 

7.  Engage  In  no  business  with  the  Govern¬ 
ment,  either  directly  or  Indirectly,  which  to 
Inconsistent  with  the  conscientious  perfcnm- 
anoe  of  his  governmental  duties. 

8.  Never  use  any  Information  coming  to 
>iim  oonfldratlaUy  in  the  performance  of  gov¬ 
ernmental  duties  as  a  means  for  making 
private  proflt. 

9.  Expose  corruption  wherever  discovered. 

10.  Uphold  these  principles,  evw  conscious 
that  public  office  Is  a  public  trust. 

S  19.10  Food  and  Drug  Administratiim 
Conflict  of  Interest  Review  Board. 

(a)  The  CtHnmlBsioner  shall  estaUish  a 
permanent  flve-monber  Conflict  of 
Interest  Review  Board,  which  shall  re¬ 
view  and  make  recommendations  to  the 
Commissioner  on  all  speclflc  or  policy 
matters  relating  to  conflicts  of  Interest 
arising  within  the  Food  and  Drug  Ad¬ 
ministration  that  are  forwarded  to  it  by 

(1)  the  Associate  Commissioner  for  Ad¬ 
ministration  or  (2)  anyone  who  Is  the 
subject  of  an  adverse  determination  by 
the  Associate  Commissioner  for  Admin¬ 
istration  cm  any  matter  arising  under  the 
conflict  of  Interest  laws,  except  a  deter¬ 
mination  of  an  i^parent  violation  of  law. 
The  Director,  Division  of  Personnel 
Management,  Office  of  the  Associate 
Ccmunlssioner  for  Administration,  shall 
serve  as  executive  secretary  of  the  Re¬ 
view  Board. 

(b)  It  shall  be  the  responsibility  of 
every  Food  and  Drug  Administration  em¬ 
ployee  with  wh(xn  any  speclflc  or  policy 
Issue  relating  to  c<Miflicts  of  Interest  Is 
raised,  or  who  otherwise  wishes  to  have 
any  sxich  matter  restdved,  to  forward  the 
matter  to  the  Associate  Ccmimlssloner 
for  Administration  for  resolutim,  except 
that  reporting  of  apparent  violations  of 
law  are  governed  by  §  19.21. 

(c)  All  general  policy  rating  to  con¬ 
flicts  of  Interest  shall  be  established  in 


guidelines  pursuant  to  the  provisions  of 
i  10.90(b)  of  this  chai>ter  and  wboiever 
feasible  shall  be  Incmporated  In  regula¬ 
tions  in  this  subpart. 

(d)  All  decisions  relating  to  speclflc 
Individuals  shall  be  placed  In  a  public  file 
established  for  this  purpose  by  the  Pub¬ 
lic  Records  and  Documents  Center,  e.g.. 
a  determination  that  a  consultant  may 
serve  on  an  advisory  committee  with 
specific  limitations  or  with  public  dis¬ 
closure  of  stock  holdings,  except  that 
such  determination  shall  be  written  in 
a  way  that  does  not  Identify  the  Individ¬ 
ual  In  the  following  situations: 

(1)  A  determination  that  an  employee 
must  dispose  of  prohibited  financial  in¬ 
terests  or  refrain  from  Incompatible  out¬ 
side  activities  In  accordance  with  estab¬ 
lished  Department  or  agency  regulations. 

(2)  A  determinatim  that  a  proposed 
consultant  is  not  eligible  fen*  employment 
by  the  agency. 

(3)  A  determination  that  public  dis¬ 
closure  of  any  Information  would  ctmstl- 
tute  an  unwarranted  Invasion  of  persimal 
privacy  In  violation  of  i  20.63  of  this 
chapter. 

Subpart  B — Reporting  of  Violations 

§  19.21  Duty  to  report  vMaUems. 

(a)  The  Policy  Management  Staff .  As¬ 
sociate  Commlsslcmer  tor  Administration, 
is  responsible  for  obtaining  factual  Infor¬ 
mation  for  the  Food  and  Drug  Adminis¬ 
tration  on  any  matter  relating  to  allega¬ 
tions  of  misconduct.  Impropriety,  con¬ 
flict  of  Interest,  or  other  violations  of 
Federal  statutes  by  agency  personnel. 

(b)  Any  Food  and  Drug  Administra¬ 
tion  employee  who  has  factual  Informa¬ 
tion  showing  or  who  otherwise  believes 
that  any  present  or  former  Food  and 
Drug  Adminlstratlcm  employee  has  vio¬ 
lated  or  Is  violating  any  provision  of  this 
subpart  or  oi  45  CFR  Parts  73  or  7^ 
or  of  any  statute  listed  In  Appendix  A  to 
45  CFR  Part  73  should  repml  such  Infor¬ 
mation  directly  to  the  Policy  Manage¬ 
ment  Staff.  Any  such  reports  shall  be  In 
writing  or  shall  with  the  assistance  of 
the  Policy  Managemrat  Staff  be  reduced 
to  writing,  and  shall  be  promptly  Investi¬ 
gated. 

.  (c)  Any  report  pursuant  to  paragraph 
(b)  of  this  section  and  any  records  relat¬ 
ing  to  an  investlgatlcm  of  such  reports 
shall  be  maintained  In  strict  confidence 
In  the  files  of  the  Policy  Management 
Staff,  shall  be  exempt  from  public  dis¬ 
closure,  and  may  be  reviewed  only  by 
authorized  Food  and  Drug  Admlnlstra- 
ti(xi  employees  who  are  required  to  do  so 
In  the  performance  of  their  duties. 

Subpart  C — Disqualification  Conditions 

§  19.45  Temporary  disqualification  of 
former  employees. 

Within  1  year  after  termination  of 
emidoyment  with  the  Food  and  Drug 
Admlnlstratlcm,  lio  former  Food  and 
Drug  Administration  emi^oyee.  Includ¬ 
ing  a  special  government  employee,  shall 
appear  personally  before  the  Food  and 
Di^  Administration  (»'  other  federal 
agency  or  comt  as  agent  or  attorney  for 
any  person  other  than  the  United  States 
in  ccxmectlon  with  any  proceeedlng  m 


matter  In  which  the  United  States  Is  a 
party  or  has  a  direct  and  substantial  in¬ 
terest  and  which  was  under  his  official 
responsibility  at  any  time  within  one 
year  preceding  termination  of  such  re¬ 
sponsibility.  The  term  "official  responsi¬ 
bility’’  means  the  direct  administrative 
or  operating  authority,  whether  inter¬ 
mediate  or  final,  and  either  exercisable 
akme  or  with  others,  and  cdther  per¬ 
sonally  or  through  subordinates,  to  ap¬ 
prove,  dlsaFq>rove,  or  otherwise  direct 
government  actlcm. 

§  19.55  Permanent  disqualifiealion  of 
former  employees. 

No  former  Food  and  Drug  Adminis¬ 
tration  employee,  Including  a  special  gov¬ 
ernment  employee,  shall  knowingly  act 
as  agent  or  attorney  for  anyone  other 
than  United  States  In  connection  with 
any  judicial  or  other  proceeding,  applica¬ 
tion,  request  for  a  ruling  or  other  ^ter¬ 
mination,  contract,  claim,  controversy, 
charge,  accusation,  or  other  particular 
matter  Involving  a  speclflc  party  or  par¬ 
ties  In  which  the  United  States  Is  a  party 
or  has  a  direct  and  substantial  Interest 
and  in  which  he  participated  personally 
and  substantially  through  decision,  ap¬ 
proval,  disapproval,  recommendation, 
rendering  of  advice.  Investigation,  or 
otherwise  as  a  Food  and  Ehog  Adminis¬ 
tration  employee. 


'PART  20— PUBLIC  INFORMATION 

Subpart  A — Official  Taatimony  and  Information 
See. 

20.1  Testimony  by  Food  and  Drug  Admin¬ 

istration  employees. 

20.2  ProducUon  of  records  by  Food  and 

Drug  Administration  employees. 

20.3  CerttfleaUon  and  authentlcatloa  of 

Food  and  Drug  Administration 
records. 

Subpart  B — Ganaral  PoUc:y 

20.20  Policy  on  disclosure  of  Food  and  Drug 

Administration  records. 

20.21  Uniform  access  to  records. 

20.22  Partial  disclosure  of  records. 

20.23  Request  for  existing  records. 

90.24  Preparation  of  new  records. 

90.26  BetroaetlTs  iqqillcatlon  of  regula¬ 

tions. 

90.26  Indexes  of  cei  tain  records. 

20.27  Bubmlsslon  of  reomrds  marked  as 

confldentlal. 

20.28  Food  and  Drug  Administration  de¬ 

terminations  of  confldentiaUty. 
20119  Prohibition  on  withdrawal  of  records 

from  Food  and  Drug  Administra¬ 
tion  flies. 

90.30  Food  and  Drug  Administration  Pub- 

Uc  Records  and  Documents  Center. 

90.31  Permanent  file  of  requests  for  Food 

and  Drug  Administration  records. 

90.32  Disclosure  of  Food  and  Drug  Admin¬ 

istration  employee  names. 

Subpart  C— Procedures  and  Foes 

20.40  Filing  a  request  for  records. 

20.41  Time  limitations. 

20.42  Fees. 

20.43  Waiver  of  fees.  ., 

20.44  Presubmission  review  of  request  for 

confidentiality  of  voluntarily  sob-j 
mltted  data  or  tnfonnattoo.  ^ 

90.46  Bltuatione  In  wlpcb  oonfldentlaIlt|^  i 

Is  uncertain.  ^ 

90.46  Judicial  review  of  proposed  dlsclod^j 

ure. 

20.47  Denial  of  request  for  records. 
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20  48  Nonspecific  and  overly  bxudensome 
requests. 

20.40  Referral  to  primary  source  of  records. 

20.50  Availability  of  records  at  National 

Technical  Infmmatlon  Service. 

20.51  Use  of  private  contractor  for  oc^ylng. 

20.52  Request  for  review  without  copying. 

20.53  Indexing  trade  secrets  and  eonfi- 

dentlal  commercial  or  financial  in¬ 
formation. 

Subpart  D — Exemptions 

20.60  Applicability  of  exemptions. 

20.61  Trade  secrets  and  commercial  or 

financial  Information  which  Is 
privileged  or  confidential. 

20.62  Inter-  or  Intra-agency  memoranda 

or  letters. 

20.63  Personnel,  medical,  and  similar  files. 

disclosure  of  which  constitutes  a 
clearly  unwarranted  invasion  of 
personal  privacy. 

20.64  Investigatory  records  compiled  for 

law  enforcement  purposes. 

Subpsit  E — Limitations  on  Exemptions 
20.80  Applicability  of  limitations  on  ex¬ 
emptions. 

2081  Data  and  Information  prevloiuly  dis¬ 
closed  to  the  publia 

20.82  Discretionary  disclosure  by  the  Com¬ 
missioner. 

2083  Disclosure  required  by  court  order. 

20.84  Disclosure  to  consultants,  advisory 

committees.  State  and  local  govern¬ 
ment  officials  commissioned  pur¬ 
suant  to  21  V3.C.  872(a).  and 
other  special  government  em¬ 
ployees. 

20.85  Disclosure  to  other  Federal  govern¬ 

ment  departments  and  agencies. 

20.86  Disclosure  in  administrative  or  court 

proceedings. 

20.87  Disclosure  to  Congress. 

20.88  Communications  with  State  and 

local  government  officials. 

20.89  Communications  with  foreign  gov¬ 

ernment  officials. 

20.00  Disclosure  to  contractors. 

20.91  Use  of  data  or  information  for  ad¬ 
ministrative  or  court  enforcement 
action. 

Subpsrt  F — AvallabllHy  of  Specific  Categories  of 
Roconia 

20.100  Applicability;  cross-reference  to 

other  regulations. 

20.101  Administrative  enforcement  records. 

20.102  Court  enforcement  records. 

20.103  Correqx>ndenoe. 

20.104  Summaries  of  oral  discussions. 

20.105  Testing  and  research  conducted  by 

or  with  funds  provided  by  the  Food 
and  Drug  Administration. 

20.108  Studies  and  reports  prepared  by  or 
with  fimds  provided  by  the  Food 
and  Drug  Administration. 

20.107  Food  and  Drug  Administration 

manuals. 

20.108  Agreements  between  the  Food  and 

Drug  Administration  and  other 
departments,  agencies,  and  organi¬ 
zations. 

20.109  Data  and  information  obtained  by 

contract. 

20.110'  Data  and  Information  about  Food 
and  Drug  Administration  em¬ 
ployees. 

20.111  Data  and  information  submitted 

v(4untamy  to  the  Food  and  Drug 
Administration. 

20.112  Voluntary  drug  experience  reports 

submitted  by  physicians  and  hos¬ 
pitals. 

20.118  Voluntary  product  defect  reports. 

20.114  Data  and  Information  submitted 
pursuant  to  cooperative  quality 
asBtnance  agreements. 
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Sec. 

20.115  Product  codes  for  manufacturing  or 

sales  dates. 

20.116  Drug  listing  Information. 

20.117  New  dnig  Information. 

20.118  Advisory  committee  records. 

20.119  Lists  of  names  and  addresses. 

AxrrHoaiTT:  Sec.  201  et  seq..  Pub.  L.  717. 
52  Stat.  1040  et  seq.,  as  amended  (21  UJS.C. 
321  et  seq.);  sec.  1  et  seq..  Pub.  L.  410.  58 
Stat.  682  et  seq.,  as  amended  (42  US.C.  201 
et  seq):  Pub.  L.  90-23.  81  Stat.  64-56  as 
amended  by  88  SUt.  1561-1585  (5  UJS.C.  662). 
552). 

Subpart  A — Official  Testimony  and 
Information 

§  20.1  Te>timony  by  Food  and  Drug  \d- 
niiiiistralion  employees. 

(a)  No  ofBcer  or  employee  of  the  Food 
and  Drug  Administration  or  of  any  other 
ofBce  or  establishment  in  the  D^iart- 
meut  of  Health.  Education,  and  W^are, 
except  as  authorized  by  the  Commis¬ 
sioner  of  Food  and  Drugs  pursuant  to 
this  section  or  in  the  discharge  of  his 
official  duties  imder  the  laws  adminis¬ 
tered  by  the  Food  and  Drug  Administra¬ 
tion,  shall  give  any  testimony  before  any 
tribunal  pertaining  to  any  function  of 
the  Food  and  Drug  Administration  or 
with  resfiect  to  any  information  ac¬ 
quired  in  the  discharge  of  his  official 
duties. 

(b)  Whenever  a  subpena,  in  appro¬ 
priate  form,  has  been  lawfully  served 
upon  an  officer  or  employee  of  the  Food 
and  Drug  Administration  commanding 
the  giving  of  any  testimony,  such  c^cer 
or  employee  shall,  unless  otherwise  au¬ 
thorized  by  the  Commissioner,  apprar  in 
response  thereto  and  respectfully  decline 
to  testify  on  the  grounds  that  it  is  pro¬ 
hibited  by  this  section. 

(c)  A  person  who  desires  testimony 
from  any  employee  may  make  written  re¬ 
quest  therefor,  verified  by  oath,  directed 
to  the  Commissioner  setting  forth  his  in¬ 
terest  in  the  matter  sought  to  be  disclosed 
and  designating  the  use  to  which  such 
testimony  will  be  put  in  the  evmt  of  com¬ 
pliance  with  such  request:  Provided, 
niat  a  written  request  therefor  made  by 
a  health,  food,  or  drug  (^cer.  prosecut¬ 
ing  attorney,  or  member  of  the  Judiciary 

any  State.  Territory,  or  p<^tlcal  sub¬ 
division  thereof,  acting  in  his  (rfBcial  ca¬ 
pacity.  need  not  be  verified  by  oath.  If  it 
is  determined  by  the  Commissioner,  or 
any  other  officer  or  onployee  of  the  FkkI 
and  Drug  Administration  whenn  he  may 
designate  to  act  on  his  behalf  foe  the 
purpose,  that  such  testimony  will  be  in 
the  public  interest  and  will  promote  the 
objectives  of  the  act  and  the  agency,  the 
request  may  be  granted.  Where  a  request 
for  testimmiy  is  granted,  one  or  more  em¬ 
ployees  of  the  Food  and  Drug  Adminis¬ 
tration  may  be  designated  to  appear,  in 
respemse  to  a  subpena.  and  testify  with 
respect  thereto. 

§  20.2  Prodiirtioii  of  recordH  by  Food 
Mild  Drug  .idminiulration  employee*. 

(a)  Any  request  for  records  of  the 
Food  and  Drug  Admlnistratioa.  whether 
it  be  by  letter  or  by  a  subpema  duces 
tecum  or  by  smy  other  writing,  shall  be 
handled  pursuant  to  the  procedures  es¬ 
tablished  in  Subpart  B  of  this  piurt.  and 
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shtdl  comply  with  the  rules  governing 
public  disclosure  established  in  Subparts 
C,  D.  E.  and  F  of  this  part  and  in  other 
regulaticms  cross-referenced  in  S  20.100 

(c) . 

(b)  Whenever  a  subpma  duces  tecum, 
in  appropriate  form,  has  been  lawfully 
served  upon  an  officer  or  employee  of  the 
Food  and  Drug  Administration  com¬ 
manding  the  productiem  of  any  record, 
such  offlcffi*  or  employee  shall  appear  in 
respcxise  thereto,  respectfully  decline  to 
produce  the  record  on  the  ground  that  it 
is  prohibited  by  this  sectiem,  and  state 
that  the  productiem  of  the  record(s)  in¬ 
volved  will  be  handled  by  the  procedures 
established  in  this  pEut. 

§  20.3  flrrliliralion  anti  aiithonliraliun 
of  Food  and  Drug  Admini»tnilion 
rtH-ord*. 

(a)  Upmi  request,  the  Food  and  Drug 
Administration  will  certify  the  authen¬ 
ticity  of  copies  of  records  that  are  re¬ 
quested  to  be  disclosed  pursuant  to  ^Is 
part  or  will  auth»iticate  copies  of  rec¬ 
ords  previously  disclosed. 

(b)  A  request  for  certified  copies  of 
records  or  for  authoitication  of  records 
shall  be  sent  in  writing  to  the  Public 
Records  and  Documents  Cffiiter  (HFC- 
18) .  Food  and  Drug  Admlnlstratlcm,  Rm. 
4-62.  5600  Fishers  Lane,  Rockville,  MD 
20867, 

Subpart  B — General  Policy 

§  20.20  Policy  on  discloAurc  of  Fotid 
and  Drug  Administration  reconl*. 

(a)  The  Food  and  Drug  Administra¬ 
tion  will  make  the  fullest  possible 
disclosure  of  records  to  the  public,  con¬ 
sistent  with  the  rights  of  Individuals  to 
privacy,  the  property  rights  of  persons 
in  trade  secrets  and  confidentliJ  com¬ 
mercial  or  financial  information,  and 
the  need  for  the  agency  to  promote  frank 
internal  policy  dellberattons  and  to  pur¬ 
sue  its  regulatory  activities  without 
disruption. 

(b)  Ebccept  v^ere  specifically  exempt 
pursuant  to  the  provisions  of  this  put, 
all  Food  and  Drug  Administration  rec- 

’  ords  shall  be  made  available  for  public 
disclosure. 

(c)  Except  as  provided  in  paragraph 

(d)  of  this  section,  all  nonexempt  rec¬ 
ords  shall  be  made  available  for  public 
disclosure  upon  request  regardless 
whether  any  Justification  or  need  for  such 
records  have  been  shown. 

(d)  Under  8  21.71  of  this  chapter,  a 
statement  of  the  purposes  to  which  the 
record  requested  is  to  be  put.  and  a  cer¬ 
tification  that  the  record  will  be  so  used, 
may  be  requested  when: 

(1)  The  requested  record  is  contained 
in  a  Privacy  Act  Record  System  as  de¬ 
fined  in  8  21.3(c)  of  this  chu>ter; 

(2)  The  requester  is  a  person  other 
than  the  individual  who  is  the  subject  of 
the  record  that  is  so  retrieved  or  a  per¬ 
son  acting  on  his  behalf;  and 

(3)  The  disclosure  is  one  that  is  dis¬ 
cretionary.  l.e.,  not  required  under  this 
part. 

§  20.21  Uniform  acersa  to  r«rords. 

Any  record  of  the  Food  find  Drug  Ad¬ 
ministration  that  is  disclosed  in  an  au- 
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thorlzed  manner  to  any  member  of  the 
public  is  available  for  disclosure  to  all 
members  of  the  public,  except  that: 

(a)  Data  and  Information  subject  to 
the  exemptions  established  in  §  20.61  for 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  information,  and  in 
8  20.63  for  personal  privacy,  shall  be 
disclosed  only  to  the  persons  for  the 
protection  of  whom  these  exemptions 
exist. 

(b)  The  limited  disclosure  of  records 
permitted  in  8  7.87(c)  (1)  of  this  chapter 
for  section  305  hearing  records,  in  8  20.80 
(b)  regarding  certain  limitations  on 
exemptions,  in  8  20.103(b)  for  certain 
correspondence,  and  in  8  20.104(b)  for 
certain  summaries  of  oral  discussions, 
shall  be  subject  to  the  special  rules  stated 
therein. 

(c)  Disclosure  of  a  record  about  an 
individual,  as  defined  in  8  21.3(a)  of  this 
chi4}ter,  that  is  retrieved  by  the  indi¬ 
vidual’s  tifttni*  or  other  personal  identi¬ 
fier  and  is  contained  in  a  Privacy  Act 
Record  System,  as  defined  in  8  21.3(c)  of 
this  chapter,  shall  be  subject  to  the  spe¬ 
cial  reQUirements  of  Part  21  of  this 
chapter.  Disclosxire  of  such  a  record  to 
an  individual  who  is  the  subject  of  the 
record  does  not  invoke  the  rule  estab¬ 
lished  in  this  section  that  such  records 

be  made  available  for  disclosure 
to  all  members  of  the  public. 

§  20.22  Partial  disclosure  of  records. 

If  a  record  contains  both  disclosable 
and  nondisclosable  information,  the  non- 
disclosable  information  will  be  deleted 
the  remaining  record  will  be  dis¬ 
closed  unless  the  two  are  so  inextricably 
intertwined  that  it  is  not  feasible  to 
separate  them  or  release  of  the  disclos¬ 
able  Information  would  ctunpromise  or 
Impinge  upon  the  nondisclosable  portion 
of  the  record. 

§  20.23  Request  for  existing  rt'cords. 

(a)  Any  written  request  to  the  Pood 
and  Drug  Administration  for  existing 
records  not  prepared  for  routine  distri¬ 
bution  to  the  public  ^all  be  deemed  to  be 
a  request  for  records  pursuant  to  the 
Freedom  of  Information  Act,  whether  or 
not  the  Freedom  of  Information  Act  is 
mentioned  in  the  request,  and  shall  be 
governed  by  the  provisions  of  this  part. 

(b)  Records  or  documents  prepared  by 
the  Food  and  Drug  Administration  for 
routine  public  distribution,  e.g.,  pam¬ 
phlets,  speeches,  and  educational  mate¬ 
rials,  xha.li  be  furnished  free  of  charge 
upon  request  as  long  as  the  supply  lasts. 
The  provisions  of  this  part  shall  not  be 
applicable  to  such  requests  except  when 
the  supply  of  such  material  is  exhausted 
and  it  is  necessary  to  reproduce  in¬ 
dividual  copies  upon  specific  request. 

(c)  All  existing  Food  and  Drug  Ad¬ 
ministration  records  are  subject  to 
routine  destruction  according  to  stand¬ 
ard  record  retention  schedules. 

§  20.24  Preparation  of  new  records. 

(a)  The  Freedom  of  Information  Act 
and  the  provisions  of  this  part  apply  only 
to  aviating  i^eoords  that  are  reasonably 
described  in  a  request  filed  with  the  Food 
and  Drug  Administration  pursuant  to  the 


procedures  established  in  Subpart  C  of 
this  part. 

(b)  The  Ckunmlssioner  may,  in  his 
discretion,  prepare  new  records  in  order 
to  respcmd  adequately  to  a  request  for 
information  when  he  concludes  that  it 
is  in  the  public  interest  and  promotes  the 
objectives  of  the  act  and  the  agency. 

§  20.25  Retroactive  application  of  regu¬ 
lations. 

The  provisions  of  this  part  apply  to 
all  records  in  Food  and  Drug  Adminis¬ 
tration  files. 

§  20.26  Indexes  of  certain  records. 

(a)  Indexes  shall  be  maintained,  and 
revised  at  least  quarterly,  for  the  fol¬ 
lowing  Food  and  Drug  Administration 
records: 

(1)  Final  orders  published  in  the  Fed¬ 
eral  Register  with  respect  to  every  de¬ 
nial  or  withdrawal  of  approval  of  a  new 
drug  application  or  a  new  animal  drug 
application  for  which  a  public  hearing 
has  been  requested. 

(2)  Statements  of  policy  and  interpre¬ 
tation  adopted  by  the  agency  and  still 
in  force  and  not  published  in  the  Federal 
Register. 

(3)  Administrative  staff  manuals  and 
instructions  to  staff  that  affect  a  mem¬ 
ber  of  the  public. 

(b)  A  copy  of  each  such  index  is  avail¬ 
able  at  cost  from  the  Public  Records  and 
Documents  Center  (HFC;:-18) ,  Food  and 
Drug  Administration,  Rm.  4-62,  5600 
Fishers  Lane,  Rockville.  MD  20857. 

§  20.27  SuI>niiK»ion  of  records  marked 
as  confidential. 

Marking  records  submitted  to  the 
Food  and  Dnig  Administration  as  confi¬ 
dential,  or  with  any  other  similar  term, 
raises  no  obligation  by  the  Food  and 
Drug  Administration  to  regard  such 
records  as  confidential,  to  return  them 
to  the  person  who  has  submitted  them,  to 
review  them  pursuant  to  the  procedures 
established  in  8  20.44,  to  withhold  them 
from  disclosure  to  the  public,  or  to  advise 
the  person  submitting  them  when  a  re¬ 
quest  for  their  public  disclosure  is  re¬ 
ceived  or  when  they  are  in  fact  disclosed. 

§  20.28  Food  and  Drug  AdminiMration 
determinations  of  confidentiality. 

A  determination  that  data  or  infor¬ 
mation  submitted  to  the  Food  and  Drug 
Administration  will  be  held  in  confidence 
and  will  not  be  available  for  public  dis¬ 
closure  shall  be  made  only  in  the  form 
of  a  regulation  published  or  cross-ref¬ 
erenced  in  this  part  or  by  a  written  de¬ 
termination  purstiant  to  the  procedure 
established  in  8  20.44. 

§  20.29  Prohibition  on  withdrawal  of 
records  from  Food  and  Drug  Admin¬ 
istration  files. 

Except  pursuant  to  the  procedure 
established  in  8  20.44  for  presubmission 
review  of  records,  no  person  may  with¬ 
draw  records  submitted  to  the  Food  and 
Drug  Administration.  All  Food  and 
Drug  Administration  records  shall  be 
retained  by  the  agency  until  disposed  of 
pursuant  to  routine  record  disposal 
procedures. 


§  20.30  Food  and  Drug  Administration 
Public  Rcf'ords  and  Documents  C«*n- 
ter. 

(a)  The  office  responsible  for  agency 
compliance  with  the  Freedom  of  In¬ 
formation  Act  and  this  part  is: 

PubUc  Records  and  Documents  Center 

(HFC-18) 

Food  and  Drug  Administration 
Rm.  4-62 
5600  Fishers  Lane 
Rockville,  MD  20857 

(b)  All  requests  for  agency  records 
shall  be  sent  in  writing  to  this  office. 

§  20.31  Perimincnt  file  of  requests  for 
Food  and  Drug  Administration  rec¬ 
ords. 

The  Food  and  Drug  Administration 
shall  maintain  a  permanent  file  of  all 
requests  for  Food  and  Drug  Administra¬ 
tion  records  and  all  responses  thereto, 
including  a  ccH^y  of  aU  of  the  records 
furnished  in  response  to  a  request.  This 
file  is  available  for  public  review  during 
working  hours. 

§  20.32  Disclosure  of  Food  and  Drug 
.Administration  employee  iiaineH. 

The  names  of  Food  and  Drug  Admin¬ 
istration  employees  will  not  be  deleted 
from  disclosable  records  except  where 
such  deletion  is  necessary  to  prevent  dis¬ 
closure  of  an  Informant  or  danger  to  the 
life  or  physical  safety  of  the  em¬ 
ployee  or  under  other  extraordinary 
circumstances. 

Subpart  C — Procedures  and  Fees 
§  20.40  Filing  a  request  fur  rcH'ords. 

(a)  All  requests  for  Food  and  Drug 
Administration  records  shall  be  filed  in 
writing  by  mailing  the  request  or  deliv¬ 
ering  it  to  the  Public  Records  and  Docu¬ 
ments  Center  (HFC-18) ,  Fbod  and  Drug 
Administration,  Rm.  4-62,  5600  Fishers 
Lane.  Rockville,  Maryland  20857.  Re¬ 
quests  should  state  in  a  prominent  place 
on  the  envelope  containing  the  request, 
if  any.  and  on  the  request  itself,  “FOI 
request." 

(b)  A  request  for  Food  and  Drug  Ad¬ 
ministration  records  shall  reasonably 
describe  the  records  beng  sou^t,  in  a 
way  that  they  can  be  identified  and  lo¬ 
cated.  A  request  should  include  all  per¬ 
tinent  details  that  will  help  identify  the 
records  sought. 

(1)  If  the  description  is  insufficient  to 
locate  the  records  requested,  the  Food 
and  Drug  Administration  will  so  notify 
the  person  making  the  request  and  indi¬ 
cate  the  additional  information  needed 
to  identify  the  records  requested. 

(2)  Ehrery  reasonable  effort  shall  be 
made  by  the  Food  ahd  Drug  Administra¬ 
tion  to  assist  in  the  identification  and 
location  of  the  records  sought. 

(c)  Upon  receipt  of  a  request  for  rec- 
<M^,  the  Public  Records  and  Documents 
Center  shall  enter  it  in  a  public  log.  The 
log  shall  state  the  date  received,  the 
name  of  the  person  making  the  request, 
the  nature  of  the  records  requested,  the 
action  taken  on  the  request,  the  date  of 
the  determination  letter  sent  pursuant  to 
8  20.41(b)  and  the  date(8)  any  records 
are  subsequently  furnished. 
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(d)  A  request  by  an  IndlYldual.  as  de¬ 
fined  In  S  21.3(a)  of  this  ch«4>ter.  for  a 
record  about  himself  shah  be  subject  to: 

( 1 )  The  special  requirements  of  Part  21 
of  this  chapter  (the  privacy  regulations) , 
and  not  to  the  provisions  of  this  sut^rt. 
If  the  record  requested  is  retrieved  by  the 
Individual’s  name  or  other  personal  iden¬ 
tifier  and  is  contained  in  a  Privacy  Act 
Record  System,  a-s  defined  in  5  21.3(0  of 
this  chapter. 

(2)  The  provisions  of  this  subpart  if 
the  record  requested  is  not  retrieved  by 
the  individual’s  name  or  other  personal 
identifier,  whether  or  not  the  record  Is 
contained  in  a  Privacy  Act  Record 
System. 

§20.11  Tinu' I>niita:ion$. 

(a)  All  time  limitations  prescribed 
pursuant  to  this  section  shall  begin  as 
of  the  time  at  which  a  request  for  records 
is  logged  in  by  the  Public  Records  and 
Documents  Center  pursuant  to  §  20.40 
(c) .  An  oral  request  for  records  shall  not 
begin  any  time  requirement.  A  written 
request  for  records  sent  elsewhere  within 
the  agency  shall  not  begin  any  time  re¬ 
quirement  until  it  is  redirected  to  the 
Public  Records  and  Documents  Center 
and  is  logged  in  there  in  accordance  with 
5  20.40(c). 

<b)  Within  10  working  days  (except¬ 
ing  Saturdays,  Sundays,  and  legal  public 
holidays)  after  a  request  for  records  is 
logged  in  at  the  Public  Records  and  Doc¬ 
uments  Center,  a  letter  shall  be  sent  to 
the  person  making  the  request  determin¬ 
ing  whether,  or  the  extent  to  which,  the 
agency  will  comply  with  the  request,  and. 
If  any  records  are  denied,  the  reasons 
therefor. 

( 1 )  If  all  of  the  recoi-ds  requested  have 
been  located  and  a  Pnal  determination 
has  been  made  with  respect  to  disclosure 
of  ail  of  the  records  requested,  the  letter 
shall  so  state. 

(2)  If  all  of  the  records  have  not  been 
located  or  a  final  determination  has  not 
yet  been  made  with  respect  to  disclosure 
of  all  of  the  records  requested,  e  g.,  be- 
c>»use  it  is  necessary  to  consult  the  person 
affected  pursuant  to  S  20.45.  Uie  letter 
shall  state  the  extent  to  which  the  rec¬ 
ords  Involved  .shall  be  disclosed  pursuant 
to  the  rules  established  in  this  part. 

13)  In  the  following  unusual  circum¬ 
stances,  the  time  for  sending  this  letter 
may  be  extended  for  up  to  an  additional 
10  working  days  by  written  notice  to  the 
person  making  the  request  setting  forth 
the  reasons  for  such  extension  and  the 
time  within  which  a  determination  is  ex¬ 
pected  to  be  dispatched  r 

•1)  The  need  to  search  for  and  collect 
the  requested  records  from  field  facilities 
or  other  establishments  that  are  separate 
from  the  Public  Records  and  Documents 
Center. 

(11)  The  need  to  .search  for.  collect, 
and  appropriately  examine  a  voluminous 
nnmunt  of  separate  and  distinct  records 
«  hicb  are  demanded  in  a  single  request. 

(ill)  The  need  for  consultation,  which 
shaU  be  conducted  with  all  practicable 
speed,  with  another  agmey  having  a  sub¬ 
stantial  interest  in  the  determination  of 
the  request  or  among  two  or  more  compo¬ 
nents  of  the  Food  and  Drug  Administra¬ 


tion  having  substantial  subject-matter 
interest  therein. 

(4)  If  any  record  is  denied,  the  letter 
shall  state  the  right  of  the  person  re¬ 
questing  such  records  to  appeal  any  ad¬ 
verse  determination  to  the  Assistant 
Secretary  for  Health.  Department  of 
Health,  Education,  and  Wdfare.  in  ac¬ 
cordance  with  the  provisions  of  45  CPR 
5.82. 

(5)  If  the  request  for  records  will  re¬ 
sult  in  a  fee  of  more  than  $25.00.  the 
letter  shall  specify  or  estimate  the  fee 
Involved  and  shall  require  prepayment, 
as  well  as  payment  of  any  amount  not 
yet  received  as  a  result  of  any  previous 
request,  before  the  records  are  made 
available.  If  the  fee  is  less  than  $25.00, 
prepayment  shall  not  be  required  unless 
payment  has  not  yet  been  received  for 
records  disclosed  as  a  result  of  a  previous 
request. 

(c)  Whenever  possible,  the  determina¬ 
tion  letter  required  by  paragraph  (b)  of 
this  section,  relating  to  a  request  for  rec¬ 
ords  that  involves  a  fee  of  less  than 
$25.00.  shall  be  accompanied  by  the  re¬ 
quested  records.  Where  this  Is  not  pos¬ 
sible.  the  records  shall  be  forwarded  as 
soon  as  possible  thereafter,  consistent 
with  other  obligations  of  the  agency. 

(d)  For  requests  for  records  involving 
a  fee  of  more  than  $25.00,  the  records 
.shall  be  forwarded  as  soon  as  possible 
after  receipt  of  prepayment  from  the 
person  requesting  the  records,  consistent 
with  other  obligations  of  the  agency. 

§  2('.  12 

(a)  Unless  waived  in  accordance  with 
the  provisions  of  S  20.43,  the  following 
fees  shall  be  Imposed  for  disclosure  of 
any  record  pursuant  to  this  part. 

Ill  Comting  of  records.  Ten  cents  per 
copy  of  each  page. 

•  2)  Copying  of  microfilm  or  micro¬ 
fiche.  Fifty  cents  per  microAlm  frame  or 
microfiche. 

(3)  Computerized  records.  The  sum 
of  the  actual  costs  of : 

» 1)  The  computer  time  involved,  based 
upon  the  prevailing  les’d  of  cost  to  gov¬ 
ernment  organizations  and  upon  the  par¬ 
ticular  types  of  computer  and  ^sociated 
equipment  and  the  amounts  of  time  on 
such  equipment  that  are  utilized. 

<ii>  The  supplies  or  matertels  neces¬ 
sary  to  produce  the  reqiiested  records. 

•  ill)  The  services  of  the  personnel  in 
accordance  with  paragraph  (a)  (4)  and 
1 .5  )  of  this  section. 

•  4)  Clerieni  searches.  $3.00  for  each 
hour  spent  by  clerical  personnel  search¬ 
ing  for  and  producing  a  requested  record. 
Including  time  spent  copying  any  record. 

(5>  Nonclerical  searches.  $3.00  for 
each  hour  .<;pent  by  professional  or  man¬ 
agerial  personnel  searching  for  and  pro¬ 
ducing  a  requested  record.  Including 
time  spent  copying  any  record. 

*8)  Certification  or  authentication  of 
records.  $3  30  per  certification  or  authen¬ 
tication. 

(7)  Forwarding  material  to  destina¬ 
tion.  Postage,  iasurance.  smd  special  fees 
will  be  charged  on  an  actual  cost  basis. 

<b)  No  charge  shall  be  made  for  the 
time  spent  In  resolving  legal  or  policy 


issues  or  in  examining  records  for  the 
purpose  of  deleting  nondlsclosable  por¬ 
tions  thereof. 

(c)  Payment  shall  be  made  by  check 
or  money  order  payable  to  “Pood  and 
Dru>T  Administration,”  and  shall  be  sent 
to  the  Accounting  Operations  Branch 
(HPA-120).  Pood  and  Drug  Administra¬ 
tion.  5600  FLshers  Lane,  Rockville.  MD 
20857. 

§20.13  rti'.  cr  of 

(a)  No  fee  .shall  be  charged  fci  dL<- 
cloeure  of  records  pursuant  to  this  part 
where: 

(1)  The  cost  of  providing  the  records 
is  less  than  $5.00.  In  making  this  deter¬ 
mination.  the  cost  of  other  requests  by 
the  same  individual  or  organization,  or 
related  individuals  or  organizations, 
shall  be  aggregated. 

(2)  The  records  are  requested  by  a 
congressional  committee  or  subcommit¬ 
tee  or  the  General  Accounting  Offl''e. 

<3)  The  records  are  requested  b;  a 
Federal  department  or  agency 

(4)  The  records  are  requested  by  .a 
Federal  court. 

(5)  The  records  are  requested  by  .a 
foreign  government  or  by  a  State  or 
local  government  or  any  agency  thereof 
for  purposes  that  are  in  tiie  public  in¬ 
terest  and  will  promote  the  objectives  of 
tl'.c  act  and  the  agency. 

«b)  The  Assistant  Commissioner  for 
Public  Affairs  may  waive  payment  of 
fees  when  be  determines,  based  utMin  a 
petition,  that  the  person  making  the  re¬ 
quest  for  records  is  indigent  and  that 
the  disclosure  has  a  strong  public  inter¬ 
est  JiisUflcation.  All  statements  made  in 
any  such  petition  are  subject  to  Uie  F.ilse 
Reports  to  the  Government  Act.  1 8 
U.&C.  1001.  A  person  shall  be  deemed  to 
be  indigent  for  the  purposes  oi  thir  sec¬ 
tion  if  he  does  not  have  income  or  re¬ 
sources  sufficient  to  pay  the  fees  in¬ 
volved.  Determinations  pursuant  to  this 
provision  will  be  made  within  the  dk-cre- 
tion  of  the  agency. 

(c)  TThe  Assistant  Commissioner  for 
Public  Affairs  may  reduce  or  waive  pay¬ 
ment  of  fees  when  he  determines,  based 
upon  a  verified  petition,  tliat  such  re¬ 
duction  or  waiver  is  In  the  public  inter¬ 
est  because  furnishing  the  information 
can  be  considered  primarily  as  benefitmg 
the  general  public. 

(1)  Any  such  petition  shall  contain  a 
statement  of  the  Intended  purpose  to 
which  the  records  requested  will  be  put. 
showing  how  it  will  primarily  benefit  the 
general  public,  and,  if  the  total  fee  would 
otherwise  exceed  $25.00,  a  statement  of 
the  reason  why  the  volume  of  records  re¬ 
quested  is  necessary  and  a  statement  of 
the  Income  and  financial  resources  avail¬ 
able  to  the  person  making  the  request. 

(2)  The  Assistant  Commissioner  for 
Public  Affairs  may  make  available  part 
of  the  records  requested,  or  different 
records  from  those  requested,  in  response 
to  any  such  request  for  waiver  of  fees 
where  he  concludes  that  such  records 
adequately  meet  that  part  of  the  request 
which  is  in  the  public  interest. 

(3)  In  making  a  determination  of  the 
broad  public  interest  involved,  the  Assist¬ 
ant  Commissioner  for  Public  Affairs  will 
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weigh  the  agency  resources  involved 
against  the  likely  benefit  to  the  public. 

(4)  Determinations  pursuant  to  this 
provision  will  be  made  within  the  dis¬ 
cretion  of  the  agency. 

fd)  No  fee  shall  be  charged  if  a  record 
requested  is  not  found  or  for  any  record 
that  is  totally  exempt  from  disclosure. 

§  20.1  i  rvx't'w  of  r»‘qiie-l 

for  <'oiifid(‘ii!i:iiil.v  «jf  'toliiiK.irily 
di'.ta  or  itiforiiiulioii. 

ia)  Any  person  who  is  considering 
submission  of  data  or  information  vol¬ 
untarily  to  the  Food  and  Drug  Admin¬ 
istration  may  forward  to  the  Director  of 
the  Bureau  involved,  or  to  the  Associate 
Commissioner  for  Compliance,  a  request 
for  presubmission  review  of  the  records 
involved  to  determine  w’hether  the  Pood 
and  Drug  Administration  will  or  will  not 
make  part  or  all  of  them  available  for 
public  disclosure  upon  request  if  they  are 
submitted.  Any  such  request  shall  state 
why  the  data  or  information  involved 
fall  within  an  exemption  from  public  dis¬ 
closure  set  out  in  Subpart  D  of  this  part 
and  shall  enclose  the  records  involved. 

(b)  Pending  a  determination  upon 
such  request,  the  records  involved  shall 
be  held  confidentially  and  separately  by 
the  Food  and  Drug  Administration  and 
shall  not  be  received  as  part  of  Food  and 
Drug  Administration  files. 

(c)  Pursuant  to  such  a  request,  the 
Pood  and  Drug  Administration  shall 
make  a  determination  whether  part  or 
all  of  the  records  involved  will  be  made 
available  for  public  disclosure  upon  re¬ 
quest  if  they  are  submitted.  A  determina¬ 
tion  of  confidentiality  will  be  made  only 
if  it  is  concluded  that  the  data  or  infor¬ 
mation  involved  fall  within  an  exemption 
from  public  disclosure  set  out  in  Subpart 
D  of  this  part  and  are  relevant  to  and 
important  for  agency  activity. 

(d)  After  a  determination  is  made 
pursuant  to  this  section,  the  Food  and 
Drug  Administration  shall  receive  as  part 
of  its  files  the  records  for  which  a  re¬ 
quest  for  confidentiality  has  been 
granted  and  shall  so  mark  or  designate 
those  records.  The  person  requesting  the 
presubmission  review  shall  have  the  op¬ 
tion  of  submitting  or  withdrawing  the 
records  for  which  a  request  for  confi¬ 
dentiality  has  been  denied.  No  copy  or 
summary  of  records  withdrawn  pursuant 
to  this  section,  or  any  correspondence  or 
memoranda  or  records  relating  thereto, 
shall  be  retained  in  Pood  and  Drug  Ad¬ 
ministration  files. 

(e)  A  determination  of  confidentiality, 
pursuant  to  this  section  is  subject  to  the 
limitations  established  in  Subpart  E  of 
this  part  except  that  the  data  or  infor¬ 
mation  involved  shall  not  be  subject  to 
discretionary  release  pursuant  to  §  20.82. 
Such  a  determination  of  confidentiality 
by  the  Pood  and  Drug  Administration 
means  that  the  Food  and  Drug  Admin¬ 
istration  will  not  make  the  data  or  in¬ 
formation  involved  available  for  public 
disclosure  unless  ordered  to  do  so  by  a 
court. 

(f )  A  determination  based  upon  a  pre¬ 
submission  review  pursuant  to  this  sec¬ 
tion  shall  be  made  in  writing  and  shall 


be  signed  only  by  the  Assistant  Commis¬ 
sioner  for  Public  Affairs. 

(g)  Data  and  information  that  may  be 
required  to  be  submitted  to  the  Food  and 
Drug  Administration  but  that  are  sub¬ 
mitted  voluntarily  instead  are  not  sub¬ 
ject  to  the  provisions  of  this  section  and 
will  be  handled  as  if  they  had  been  re¬ 
quired  to  be  submitted. 

<  h »  No  request  under  this  section  shall 
be  accepted  if  the  status  of  the  records 
involved  is  already  determined  by 
?  20.111  or  by  any  other  regulation  pub¬ 
lished  or  cross-refei’enced  in  this  part. 

5-  20.  !  I  ill  ulii«-li  «-<inn<loiitial- 

il,i  i-  iMU'orlain. 

In  situations  where  the  confidentiality 
of  data  or  information  is  uncertain  and 
there  is  a  request  for  public  disclosure, 
the  Food  and  Drug  Administration  will 
consult  with  the  person  who  has  sub¬ 
mitted  or  divulged  the  data  or  informa¬ 
tion  or  who  would  be  affected  by  dis¬ 
closure  before  determining  whether  or 
not  such  data  or  information  is  available 
for  public  disclosure. 

§  20.  U>  Jiulirial  of  propoHod  ili.*- 

Where  the  Food  and  Drug  Adminis¬ 
tration  consults  with  a  person  who  will 
be  affected  by  a  proposed  disclosure  of 
data  or  information  contained  in  Food 
and  Drug  Administration  records  pursu¬ 
ant  to  ?  20.45,  and  rejects  the  person’s 
request  that  part  or  all  of  the  records  not 
be  made  available  for  public  disclosure, 
the  decision  constitutes  final  agency  ac¬ 
tion  that  is  subject  to  judicial  review 
pursuant  to  5  U.S.C.  chapter  7.  The  per¬ 
son  affected  will  be  permitted  5  days  after 
receipt  of  notification  of  such  decision 
within  which  to  institute  suit  in  a  United 
States  District  Court  to  enjoin  release  of 
the  records  involved.  If  suit  is  brought, 
the  Food  and  Drug  Administration  will 
not  disclose  the  records  involved  until 
the  matter  and  all  related  appeals  have 
been  concluded. 

§  20.  IT  Denial  of  l•e^ple>.^  for  records. 

^a>  A  denial  of  a  request  for  records, 
in  whole  or  in  part,  shall  be  signed  by 
the  Assistant  Commissioner  for  Public 
Affairs.  • 

(b>  The  name  and  title  or  positiem  of 
each  person  w'ho  participated  in  the  de¬ 
nial  of  a  request  for  records  shall  be  set 
forth  in  the  letter  denying  the  request. 
This  requirement  may  be  met  by  attach¬ 
ing  a  list  of  such  individuals  to  the  letter. 

<c'  A  letter  denying  a  request  for  rec¬ 
ords,  m  whole  or  in  part,  shall  state  the 
reasons  for  the  denial  and  shall  state 
that  an  appeal  may  be  made  to  the  As¬ 
sistant  Secretary  for  Health,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
pursuant  to  the  provisions  of  45  CFR 
5.82. 

(d»  Minor  deletions  of  nondisclosable 
data  and  information  from  disclosable 
records  shall  not  be  deemed  to  be  a 
denial  of  a  request  for  records. 

§  20.18  Nmisperlfic  and  o\orly  biirdcn- 
requests. 

The  Food  and  Drug  Administration 
will  make  every  reasonable  effort  to  com¬ 


ply  fully  with  all  requests  for  disclosure 
of  nonexempt  records.  Nonspecific  re¬ 
quests  or  requests  for  a  large  number  of 
documents  that  require  the  deployment 
of  a  substantial  amount  of  agency  man¬ 
hours  to  search  for  and  compile  will  be 
processed  taking  into  account  the  staff - 
hours  required,  the  tasks  frenn  which 
these  resources  must  be  diverted,  the  im¬ 
pact  that  this  diversion  will  have  upon 
the  agency’s  consumer  protection  activi¬ 
ties,  and  the  public  policy  reasons  justi¬ 
fying  the  requests.  A  decision  on  the 
processing  of  such  a  request  for  infor¬ 
mation  shall  be  made  after  balancing  the 
public  benefit  to  be  gained  by  the  dis¬ 
closure  against  the  public  loss  that  will 
result  from  diverting  agency  personnel 
from  their  other  resiwnsibilities.  In  any 
situation  in  which  it  is  determined  that 
a  request  for  voluminous  records  would 
unduly  burden  and  interfere  with  the 
operations  of  the  Food  and  Drug  Admin¬ 
istration.  the  person  making  the  request 
will  be  asked  to  be  more  specific  and  to 
narrow  the  request,  and  to  agree  on  an 
orderly  procedure  for  the  production  of 
the  requested  records,  in  order  to  satisfy 
the  request  without  disproportionate  ad¬ 
verse  effects  on  agency  operations. 

§20.19  HofcTral  lo  primary  simrro  i»f 
rt'rorcls. 

U!X)n  receipt  of  a  request  for  a  record 
or  document  which  is  contained  in  Food 
and  Drug  Administration  files  but  which 
is  available  elsewhere  at  a  lower  cost, 
the  person  requesting  the  record  or  docu¬ 
ment  shall  be  referred  to  the  primary 
source  of  the  record  or  document. 

§  20. .">0  \\ailalii!ily  of  records  at  .Na¬ 
tional  Tccliiiical  Iiifomalioii  .‘•'crv- 
icc. 

The  FodH  and  Drug  Administration  is 
furnishing  a  number  of  records  to  the 
National  Technical  Information  Service 
(NTIS),  5285  Port  Royal  Rd..  Spring- 
field.  VA  22152,  which  reproduces  and 
distributes  such  information  to  the  pub¬ 
lic  ^t  cost.  A  single  copy  of  each  such 
record  shall  be  available  for  public  re¬ 
view  at  the  Food  and  Drug  Administra¬ 
tion.  All  persons  requesting  copies  of 
such  records  shall  be  answered  by  refer¬ 
ring  the  person  requesting  the  records  to 
NTIS. 

§2()..>l  I  of  prhalc  contra  .lor  for 
copj  in;;. 

The  Food  and  Drug  Administration 
may  furnish  requested  records  to  a  pri¬ 
vate  contractor  for  copying  after  dele¬ 
tion  of  all  nondisclosable  data  and  in¬ 
formation.  Under  these  circumstances, 
the  Food  and  Drug  Administration  will 
charge  the  person  requesting  the  records 
for  all  of  the  fees  involved  pursuant  to 
§  20.42. 

§  20..>2  llcqncst  for  rc>icw  villiniil 
ciqiy  inp. 

(a)  A  person  requesting  disclosure  of 
records  shall  be  permitted  an  opportu¬ 
nity  to  review  them  without  the  necessity 
for  copying  them  where  the  records  in¬ 
volved  contain  only  disclosable  data  and 
informatlcm.  Under  these  circumstances, 
the  Food  and  Drug  Administration  will 
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charge  only  for  the  costs  of  searching 
for  the  records. 

•  b'  Where  a  request  Is  made  for  re¬ 
view  of  records  without  copying,  and 
the  records  Inrolved  contain  both  dls- 
closabie  and  nondlsclosaMe  Information, 
the  records  containing  nondlsclosable  In¬ 
formation  shall  first  be  copied  with  the 
nondlsclosable  Information  blocked  out 
and  the  Food  and  I>rug  Administration 
will  charge  for  the  costs  of  searching 
and  (XHJying. 

S  20,.>3  Indexing  irmlt*  sccih  Is  and 

iidt'iitial  (-(inirMrr.  ial  or  nnam  ial  iii- 
forinaliun. 

Whenever  the  Pood  and  Drug  Adminis¬ 
tration  denies  a  request  for  a  record  or 
portion  thereof  on  the  grotmds  that  the 
record  or  portion  thereof  Is  exempt  from 
public  disclosure  as  trade  secret  or  con¬ 
fidential  commercial  or  financial  data 
and  Information  under  S  20.61,  and  the 
person  requesting  the  record  subsequent¬ 
ly  contests  the  denial  In  the  courts,  the 
Pood  and  Drug  Administration  a-ill  so 
Inform  the  person  affected,  l.e.,  the  per¬ 
son  who  submitted  the  record,  and  will 
require  that  such  person  Intervene  to 
defend  the  exempt  status  of  the  record. 
If  a  court  requires  the  Food  and  Drug 
Administration  to  Itemize  and  index  such 
records,  the  Pood  and  Drug  Administra¬ 
tion  will  so  Inform  the  person  affected 
and  will  require  that  such  person  under¬ 
take  the  Itemization  and  indexing  of  the 
records.  The  failure  of  the  affected  per¬ 
son  to  intervene  to  defend  the  exempt 
status  of  the  records  and  to  itemize  and 
Index  the  disputed  records  will  constitute 
a  waiver  by  such  person  of  such  exemp- 
tl<Mi.  8und  the  Food  and  Drug  Administra¬ 
tion  will  promptly  make  them  a\  ailable 
for  public  disclosure. 

Subpart  D — Exem:7tions 

§  20.fj0  Ai>i»ii<’alMliJ>  of  rvcinptlons. 

(a)  Tlie  exemptions  established  In 
this  subpart  shall  apply  to  all  Food  and 
Drug  Administration  records,  except  as 
provided  in  Subpart  E  of  this  part.  Ac¬ 
cordingly,  a  record  that  is  ordinarily 
available  for  public  disclosure  in  accord¬ 
ance  with  the  provisions  in  Subpart  P  of 
this  part  or  of  another  regulation  cross- 
referenced  in  §  20.100(c)  Is  not  available 
for  such  disclosure  to  the  extent  that  It 
falls  within  an  exemption  contained  In 
this  subpart,  except  as  provided  by  the 
limitations  on  exemptions  specified  In 
Subpart  E  of  this  part.  For  example,  cor¬ 
respondence  that  is  ordinarily  disclosable 
under  S  20.103  is  not  disclosable  to  the 
extent  tliat  it  contains  trade  secrets  ex¬ 
empt  from  disclosure  under  5  20.61  and  Is 
not  subject  to  discretionary  release  under 
8  20.82. 

(b)  Where  application  of  one  or  more 
exemptions  results  In  a  record  l^ing  dis¬ 
closable  In  part  and  nondlsclosable  In 
part,  the  rule  established  in  8  20.22  shall 
apply. 

§  2rt.(»l  Trade  sorrels  and  ronimcrrial  or 
finanrial  information  which  is  priv¬ 
ileged  or  eunfidential. 

<  a)  A  trade  secret  may  ccMisist  of  any 
formula,  pattern,  device,  or  c(Hnpilatlon 
of  Information  which  Is  used  In  one’s 


business  and  which  gives  him  an  oppor¬ 
tunity  to  obtain  an  advantage  over  com¬ 
petitors  who  do  not  know  or  use  it. 

•b)  Commercial  or  financial  Infonna- 
tlon  that  b  privileged  or  confidential 
means  valuable  data  or  information 
which  b  used  in  one’s  business  and  is  of 
a  type  customarily  held  In  strict  confi¬ 
dence  or  regarded  as  privileged  and  not 
disclosed  to  any  member  of  the  public 
by  the  person  to  whom  it  belongs. 

(c>  Data  and  Information  submitted 
or  divulged  to  the  Food  and  Drug  Ad¬ 
ministration  which  fall  within  the  defl- 
nitiims  of  a  trade  secret  or  confidential 
commercial  or  financial  information  are 
not  available  for  public  disclosure. 

S  2f\(>2  lulcr-  «>r  iiura  ar»'nr>  inoino- 
ruiiiia  or  h-ilcr"*. 

All  communications  within  the  Execu¬ 
tive  Branch  of  the  Federal  government 
which  are  in  written  form  or  which  are 
subsequently  reduced  to  writing  may  be 
v-lthheld  from  public  dbclosure  except 
that  factual  information  which  Is  rea¬ 
sonably  segrcgable  in  accordance  with 
the  nile  established  in  !  20  22  b  available 
for  public  disclosure. 

f  2i).(i'>  PcrMtiiiirl,  anii  •‘iniilair 

iWrs,  (li'i't  tstiri'  nf  wliivli  ron*>liliites 
.1  unwarraiiU^  iiivusion  of 

p«  r^oniil  jiriN.ir'. 

(a>  Tlie  names  or  other  Informatiim 
which  would  Identify  patients  or  research 
subjects  In  any  medical  or  similar  re¬ 
port,  test,  study,  or  other  research  proj¬ 
ect  shall  be  deleted  before  the  record  is 
made  available  for  public  disclosure. 

lb)  The  names  and  other  Information 
which  would  identify  patients  or  research 
subjects  should  be  deleted  from  any  rec¬ 
ord  before  it  is  submitted  to  the  Food 
and  Drug  .Administration.  If  the  Pood 
and  Drug  Adnilnl.stratlon  subsequently 
needs  the  names  of  such  Individuals,  a 
separate  request  will  be  made. 

ic)  Requests  for  deletion  of  business 
or  product  names  prior  to  disclosure  of 
any  record  to  the  public  shall  not  be 
granted  on  the  ground  of  privacy,  but 
such  deletion  may  be  justifl^  under  an¬ 
other  exemption  established  in  this  sub¬ 
part,  e.g..  the  exemption  for  trade  secrets 
and  coiffldential  commercial  or  financial 
Information  under  8  20.61. 

(d)  Names  of  Individuals  conducting 
Investigations,  studies,  or  tests  on  prod¬ 
ucts  or  ingredients  shall  not  be  deleted 
prior  to  disclosure  of  any  record  to  the 
public  unless  extraordinary  circum¬ 
stances  are  showm. 

(e)  A  request  for  all  records  relating 
to  a  specific  Individual  will  be  denied  as 
a  clearly  unwarranted  invasion  of  per¬ 
sonal  privacy  unless  accompanied  by  the 
written  consent  of  the  Individual  named. 

§  20.64  InvoMliaratury  rrrords  rompiletl 
fur  law  rnfurrcniont  purpo<>r». 

(a)  An  Investigatory  record  for  law 
enforcement  purposes  may  be  withheld 
from  public  disclosure  pursuant  to  the 
provisicois  of  this  section  to  the  extent 
that  disclosure  of  such  records  would: 

(1)  Interfere  with  enforcement  pro¬ 
ceedings. 

(2)  Deprive  a  person  of  a  right  to  a 
fair  trial  or  an  impartial  adjudication. 


(3)  Constitute  an  unwarranted  inva¬ 
sion  of  personal  privacy. 

(4)  Disclose  the  identity  of  a  con¬ 
fidential  source  and,  in  the  ease  of  a 
record  compiled  hy  a  criminal  law  en¬ 
forcement  authority  in  the  course  of  a 
criminal  investigation,  or  by  an  agency 
cixiducting  a  lawful  national  security  in¬ 
telligence  investigation,  confidential  in¬ 
formation  furnished  only  by  the  confi¬ 
dential  source. 

<5)  Disclose  investigative  techniques 
and  procedures. 

(6)  Endanger  the  life  or  physical 
safety  of  law  enforcement  personnel. 

(b)  Investigatory  records  Include  all 
records  relating  to  regulatory  enforce¬ 
ment  action,  including  both  administra¬ 
tive  and  court  action,  which  have  not 
been  disclosed  to  any  member  of  the  pub¬ 
lic.  Including  any  person  who  is  the  sub¬ 
ject  of  the  investigation. 

ic)  Any  Investigatory  record  which  Is 
disclosed  to  any  person.  Including  any 
pei*son  who  Is  the  subject  of  a  Pood  and 
Drug  .Administration  Investigation,  and 
any  data  or  Information  received  from 
any  person  who  is  the  subject  of  a  Food 
and  Drug  Administration  investigation 
relating  to  such  lnve.stlgation,  is  availa¬ 
ble  for  public  disclosure  at  that  time  in 
accordance  with  the  rule  established  in 
8  20.21,  except  that: 

(1)  Disclosure  of  such  records  shall 
be  subject  to  the  other  exemptions  estab¬ 
lished  In  this  subpart  and  to  the  limita¬ 
tions  on  exemptions  established  In  Sub- 
part  E  of  this  part. 

(2)  The  record  of  a  section  305  hear¬ 
ing  shall  be  available  for  public  dis- 
clasure  only  in  accordance  with  the  pro¬ 
visions  of  8  7.87  of  this  chapter. 

(d)  Investigatory  records  for  law  en¬ 
forcement  purposes  shall  be  subject  to 
the  following  rules; 

(1>  No  such  record  is  available  for 
public  disclosure  prior  to  the  considera¬ 
tion  of  regulatory  enforcement  action 
based  upon  that  record’s  being  closed, 
except  as  provided  in  8  20.82.  The  Com¬ 
missioner  will  exercise  his  discretion  to 
disclose  records  relating  to  possible  crim¬ 
inal  prosecution  pursuant  to  §  20.82  prior 
to  consideration  of  criminal  prosecution 
being  closed  Mily  very  rarely  and  only 
imder  circumstances  that  demonstrate  a 
compelling  public  Interest. 

(2)  After  the  consideration  of  regula¬ 
tory  enforcement  action  Is  closed,  such 
record  shall  be  made  available  for' pub¬ 
lic  dlsclostire  except  to  ^e  extent  that 
other  exemptions  from  disclosure  In  this 
subpart  are  applicable.  No  statements  of 
witnesses  obtained  through  promises  of 
confidentiality  are  available  for  public 
disclosure. 

(3)  The  c(msideration  of  regulatory 
enforcement  action  based  upon  a  par¬ 
ticular  record  shall  be  deemed  to  be 
closed  within  the  meaning  of  this 
section : 

(I)  If  It  relates  to  administrative  ac¬ 
tion,  when  a  final  decision  has  been  made 
not  to  take  such  action  or  such  action 
has  been  taken  and  the  matter  has  been 
concluded. 

(II)  If  it  relates  to  court  action,  when 
a  final  decision  has  been  made  not  to 
recommend  such  action  to  a  United 
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States  attorney  based  upon  that  record, 
or  a  recommendation  has  been  finally 
refused  by  a  United  States  attorney,  or 
court  action  has  been  instituted  and  the 
matter  and  all  related  appeals  have  been 
concluded,  or  the  statute  of  limitations 
runs. 

(iii)  If  it  relates  to  both  administra¬ 
tive  and  court  action,  when  the  events 
described  in  both  paragraph  (d)(3)  (i) 
and  (ii)  of  this  section  have  occurred. 

(4)  Prior  to  disclosure  of  any  record 
specifically  reflecting  consideration  of 
possible  criminal  prosecution  of  any  in¬ 
dividual,  all  names  and  other  informa¬ 
tion  that  would  identify  an  individual 
V  ho  was  considered  for  criminal  prosecu¬ 
tion  but  who  was  not  prosecuted  shall 
be  deleted  unless  the  Commissioner  con¬ 
cludes  that  there  is  a  compelling  public 
interest  in  the  disclosure  of  such  names. 

(e)  Names  and  other  information  th^t 
would  identify  a  Food  and  Drug  Admin¬ 
istration  employee  shall  be  deleted  from 
investigatory  records  prior  to  public  dis¬ 
closure  only  pursuant  to  §  20.32. 

Subpart  E — Lirpilations  on  Exemptions 

§  20. RO  .\pplic;il*ili' V  i,f  IbntUtI itui*,  «*ti 
«‘x«*inplioiis. 

<^a)  The  limitations  on  exemptions  es¬ 
tablished  in  this  subpart  shall  apply  to 
all  Food  and  Drug  Administration  rec¬ 
ords,  except  as  specifically  provided  here¬ 
in.  Accordingly,  a  record  that  is  ordi¬ 
narily  exempt  from  public  disclosure  in 
accordance  with  the  provisions  in  Sub- 
part  D  of  this  part  is  available  for  such 
disclosure  to  the  extent  that  it  falls  with¬ 
in  a  limitation  on  the  exemption  con¬ 
tained  in  this  subpart.  For  example,  an 
investigatory  record  that  is  ordinarily 
exempt  from  disclosure  under  ?  20.64  is 
disclosable  to  Congress  in  accordance 
jvith  the  pfovisions  of  §  20.87. 

(b)  Disclosure  of  a  recoi’d  to  any  mem¬ 
ber  of  the  public  pursuant  to  the  provi¬ 
sions  in  §  20.81,  data  and  information  pre¬ 
viously  disclosed  to  the  public,  in  §  20.82, 
discretionary  disclosure  by  the  Commis¬ 
sioner.  and  in  §  20.83,  disclosure  pursuant 
to  a  court  order,  shall  involve  the  rule 
established  in  §  20.21  that  the  record 
shall  be  made  available  for  disclosure  to 
all  members  of  the  public  who  request  it. 
Disclosm  e  of  a  record  only  to  the  limited 
categories  of  persons  and  under  the  con¬ 
ditions  specified  in  §  20.84,  special  gov¬ 
ernment  employees,  in  §  20.85,  other 
Federal  government  departments  and 
agencies,  in  §  20.86,  in  camera  disclosure 
in  administrative  or  court  proceedings,  in 
§  20.87(b) ,  Congress,  in  g  20.88,  State  and 
local  government  officials,  in  §  20.89,  for¬ 
eign  government  officials,  and  in  g  20.90, 
contractors,  which  does  not  result  in  dis¬ 
closure  of  the  record  to  any  member  of 
the  public  in  an  authorized  manner,  shall 
not  invoke  the  rule  established^  in  §  20.21. 

(c)  Disclosure  to  government  employ¬ 
ees  and  special  goveriunent  employees 
of  records  exempt  from  public-  disclosure 
shall  subject  those  persons  to  the  same 
restrictions  with  respect  to  the  disclosure 
of  such  records  as  any  Food  and  Drug 
Administration  employee. 

(d)  In  the  case  of  a  record  in  a  Pri¬ 
vacy  Act  Record  System,  as  defined  in 
§  21.3(c)  of  this  chapter: 


(1)  The  availability  to  an  Individual, 
as  defined  in  §  21.3(a) ,  of  a  record  about 
himself  that  is  retrieved  by  the  indi¬ 
vidual’s  name  or  other  personal  Identifier 
and  is  contained  in  a  Privacy  Act  Record 
System  shall  be  subject  to  the  special 
requirements  of  Part  21  of  this  chapter 
(the  privacy  regulations)  and  shall  not 
be  subject  to  the  exemptions  in  Subpart 
D  of  this  part  except  that  where  the 
system*  is  exempt  and  the  requested 
record  is  not  available  under  §  21.61  of 
this  chapter,  the  provisions  of  this  part 
shall  apply. 

i2>  The  availability  of  a  record  about 
an  individual  to  persons  other  than  the 
individual  who  is  the  subject  of  the  rec¬ 
ord  shall  be  subject  to  the  special  re¬ 
quirements  of  Part  21,  Subpart  G,  of  this 
chapter  <  restrictions  on  disclosure  in  the 
privacy  regulations),  and  shall  not  be 
subject  to  the  limitations  on  exemptions 
in  this  subpart  except  as  provided  in 
Part  21,  Subpart  G,  of  this,  chapter. 

20."!  iiiid  infuriiiatloii  prr\  ioiirlv 

<!-'i  ?:»(•:!  t«»  iIjo  piihlic. 

•  a*  Any  Food  and  Drug  Administra¬ 
tion  record  that  is  otherwise  exempt 
from  public  disclosure  pursuant  to  Sub¬ 
part  D  of  this  part  is  available  for  public 
disclosure  to  the  extent  that  it  contains 
data  or  information  that  have  previously 
been  disclosed  in  a  lawful  manner  to 
any  member  of  the  public,  other  than  an 
employee  or  consultant  or  pursuant  to 
other  commercial  arrangements  with  ap¬ 
propriate  safeguards  for  secrecy. 

( 1 )  For  purposes  of  this  section,  an  in¬ 
dividual  shall  be  deemed  to  be  a  con¬ 
sultant  only  if  disclosure  of  the  infor¬ 
mation  was  necessary  in  order  to  per¬ 
form  that  specific  consulting  service  and 
the  purpose  of  the  disclosure  was  solely 
to  obtain  that  service.  The  number  of 
consultants  who  have  received  such  in¬ 
formation  shall  have  been  limited  to  the 
number  reasonably  needed  to  perform 
that  particular  consulting  seiwice. 

( 2 »  For  purposes  of  this  section,  other 
commercial  arrangements  shall  include 
licenses,  contracts,  and  similar  legal  re¬ 
lationships  between  business  associates. 

(3)  For  purposes  of  this  section,  data 
and  information  disclosed  to  clinical  in¬ 
vestigators  or  members  of  institutional 
review  committees,  whether  required  by 
g312.1ia)(3)  of  this  chapter  or  other 
regulations  of  the  Food  and  Drug  Ad¬ 
ministration,  or  made  voluntarily,  if  ac¬ 
companied  by  appropriate  safeguards  to 
assure  secrecy  and  otherwise  in  accord¬ 
ance  with  this  section,  are  not  deemed  to 
have  been  previously  disclosed  to  any 
member  of  the  public  within  the  meaning 
of  paragi-aph  (a)  of  this  section. 

(b)  Any  data  or  information  furnished 
to  the  Food  and  Drug  Administration 
for  a  presubmission  review  pursuant  to 
fhe  procedure  established  in  §  20.44  shall 
be  accompanied  by  a  statement  that  the 
information  has  not  previously  been  pub¬ 
lished  or  disclosed  to  anyone  other  than 
as  provided  in  paragi-aph  (a)  of  this 
section. 

(c)  Any  statement  relating  to  prior 
public  disclosure  is  subject  to  the  False 
Reports  to  the  Government  Act,  18  U.S.C, 
1001. 


§  20.82  Dix-relionary  iiiM-Io.>>urr  l»y  llie 
(iuiiiiiii<.>iuner. 

(a)  Except  as  provided  in  paragraph 
(b;  of  this  section,  the  C:!<Hnmissioner 
may,  in  his  discretiwi,  disclose  part  or 
all  of  any  Food  and  Drug  Administra¬ 
tion  record  that  is  otherw'ise  exempt 
from  disclosure  pursuant  to  Subi>art  D 
of  tills  part.  The  Commissioner  shall  ex¬ 
ercise  his  discretion  to  disclose  such  rec¬ 
ords  whenever  he  determines  that  such 
disclosure  is  in  the  public  interest,  will 
promote  the  objectives  of  the  act  and  the 
agency,  and  is  consistent  with  tlie  rights 
of  individuals  to  privacy,  the  property 
rights  of  persons  in  trade  secrets,  and  the 
need  for  the  agency  to  promote  frank 
internal  policy  deliberations  and  to  pur¬ 
sue  its  regulatory  activities  without  dis¬ 
ruption. 

(b '  T)ie  Commissioner  shall  not  make 
available  for  public  disclosure  any  record 
that  is: 

( 1 '  Exempt  from  public  disclosure 
pursuant  to  §  20.61. 

(2>  Exempt  from  public  disclosure 
pursuant  to  §  20.63. 

(3)  Prohibited  from  public  disclosure 
pursuant  to  21  U.S.C.  331  (j),  42  U.S.C. 
263g(d) ,  42  U.S.C.  263i,  or  18  U.S.C.  1905. 

( 4 )  Contained  in  a  Privacy  Act  Record 
System  where  disclosure  would  consti¬ 
tute  a  clearly  unw'arranted  invasion  of 
personal  privacy  or  is  otherwise  in  vio¬ 
lation  of  5  U.S.C.  552a  (b),  as  applied  in 
Part  21,  Subpart  G,  of  this  chapter  (re¬ 
strictions  on  disclosure  in  the  privacy 
regulations). 

^c)  Discretionary  disclosure  of  a  rec¬ 
ord  pursuant  to  this  section  shall  invoke 
the  requirement  that  the  record  shall  be 
disclosed  to  any  person  who  requests 
it  pursuant  to  §  20.21,  but  shall  not  set 
a  precedent  for  discretionary' disclosure 
of  any  similar  or  related  record  and  shall 
not  obligate  the  Commissioner  to  exer¬ 
cise  his  discretion  to  disclose  any  other 
record  that  is  exempt  from  disclosure. 

§  20.R.3  l)i»clo>iiro  la'quired  by  roiirt 
c»r<l«‘r. 

(a)  Records  of  the  Food  and  Drug  Ad¬ 
ministration  which  the  Commissioner 
has  determined  are  not  available  for 
public  disclosure,  either  in  the  form  of  a 
regulation  published  or  cross-referenced 
in  this  part  or  by  a  written  determination 
pursuant  to  the  procedure  established  in 
§  20.44.  shall  nevertheless  be  made  avail¬ 
able  for  public  disclosure  in  compliance 
witli  a  final  court  order  requiring  such 
disclosure. 

(b)  Where  the  Food  and  Drug  Admin¬ 
istration  record  ordered  disclosed  under 
pai’agraph  (a)  of  this  section  is  a  record 
about  an  individual  that  is  not  available 
for  public  disclosure  under  §  20.63,  the 
Food  and  Drug  Administration  shall  at¬ 
tempt  to  notify  the  individual  who  is  the 
subject  of  the  record  of  the  disclosure, 
by  sending  a  notice  to  the  individual’s 
last  known  address. 

(c)  Paragraph  (b)  of  this  section  shall 
not  apply  where  the  name  or  other  per¬ 
sonal  identifying  information  is  deleted 
prior  to  disclosure. 
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§  20.84  DisrIoMurc  lu  ronaulUinl^,  advi- 
aory  rommittees,  .Stair  and  loral  gov/ 
rrnmrnt  oflirials  rommiMioned  pur¬ 
suant  to  21  U.S.C.  372(a),  and  otiirr 
apt-cial  government  employees. 

Data  and  information  otherwuse  ex¬ 
empt  from  public  disclosure  may  be  dis¬ 
closed  to  Food  and  Drug  Administration 
consultants,  advisory  (XHnmittees,  State 
and  local  government  officials  commis¬ 
sioned  pursuant  to  21  U.8.C.  372(a) ,  and 
other  special  government  employees  for 
use  on^  in  their  work  with  the  Food 
and  Drug  Administration.  Such  persons 
are  thereafter  subject  to  the  same  re¬ 
strictions  with  respect  to  the  disclosure 
of  such  data  and  Information  as  any 
other  Food  and  Drug  Administration 
employee. 

§  20.85  l>iM-liinur<'  lo  itihtT  Ft'tloral  guv- 
rrnni*‘nt  depart iiirnlN  and  agencies. 

Any  Food  and  Drug  Administration 
record  otherwise  exempt  from  public  dis- 
closiu*e  may  be  disclosed  to  other  Federal 
government  departments  and  agencies, 
except  that  trade  secrets  prohibited  by 
21  U.S.C.  331  (j)  from  disclosure  outside 
the  Department  of  Health,  Education, 
and  Welfare  may  be  disclosed  only  to  -a 
department  or  agency  that  has  concur¬ 
rent  jurisdiction  over  the  matter  and 
s^arate  legal  authority  to  obtain  the 
specific  information  Involved.  Any  dis¬ 
closure  under  this  section  shall  be  pur¬ 
suant  to  an  agreement  that  the  record 
shadl  not  be  further  disclosed  by  the 
other  department  or  agency  exc^t  with 
the  written  permission  of  the  Pood  and 
Drug  Administration. 

§  20.86  DiM'loKiirc  id  iiiiitiiiii'-iralivc  or 
court  proceodiiigw. 

Data  and  information  otherwise  ex¬ 
empt  from  public  disclosure  may  be  re¬ 
vealed  in  Food  and  Drug  Administration 
administrative  proceedings  pursuant  to 
Parts  10,  12,  13,  14,  15,  16.  and  19  of 
this  chapter  or  court  proceedings,  where 
the  data  or  Information  are  relevant. 
Hie  Food  and  Drug  Administration  will 
take  appropriate  measures,  or  request 
that  appropriate  measures  be  taken,  to 
reduce  disclosure  to  the  minimum  nec¬ 
essary  under  the  circumstances. 

§  20.87  DiNcloMiirc  Iti  C«>ngri'HK. 

(a)  All  records  of  the  Food  and  Drug 

Administration  shaU  be  disclosed  to 
CMigress  upon  an  authorized  request, 
except  for  trade  secrets  prohibited  by 
21  U.S.C.  331  (j)  from  disclosure  outside 
the  Department  of  Education, 

and  Welfare, 

(b)  An  authorized  request  for  Food 
and  Drug  Administration  records  by 
Congress  shall  be  made  by  the  chairman 
of  a  committee  or  subcommittee  of  Con¬ 
gress  acting  pursuant  to  committee 
business. 

(c)  An  individual  member  of  Congress 
who  requests  a  record  for  his  own  use 
or  on  btiialf  of  any  constituent  shall  be 
subject  to  the  same  rules  in  this  part 
that  apply  to  any  other  member  of  the 
public. 


§  26.88  <4>i)iiiiuni«'alionA  with  Stale  and 
ItM-ul  government  officials. 

(a)  A  State  or  local  government  offi¬ 
cial  conunissiemed  by  the  Food  and  Drug 
Administration  pursuant  to  21  U.S.C. 
372(a)  shall  have  the  same  status  with 
respect  to  disclosure  of  Food  and  Drug 
Administration  records  as  any  special 
government  employee. 

(b)  Communications  with  State  and 
local  government  officials  'With  respect 
to  law  enforcement  activities  undertaken 
pursuant  to  a  contract  between  the  Food 
and  Drug  Administration  and  such  offi¬ 
cials  shall  be  subject  to  the  rules  for 
public  disclosure  established  in  S  20.64. 

(c)  Communications  with  State  and 
local  government  officials  who  are  not 
commissioned  pursuant  to  21  U.S.C. 
372(a)  or  under  a  contract  to  perform 
law  enforcement  activities  shall  have  the 
same  status  as  communications  with  any 
member  of  the  public,  except  that: 

(1)  Investigatory  records  compiled  for 
law  enforcement  purposes  by  State  and 
local  government  officials  who  perform 
counterpart  functions  to  the  Pood  and 
Drug  Administration  at  the  State  and 
local  level,  and  trade  secrets  and  confi¬ 
dential  commercial  or  financial  infor¬ 
mation  obtained  by  such  officials, 
which  are  voluntarily  disclosed  to  the 
Food  and  Drug  Administration  as  part 
of  cooperative  law  enforcement  and  reg¬ 
ulatory  efforts,  shall  be  exempt  from  pub¬ 
lic  disclosure  to  the  same  extent  to  which 
the  records  would  be  so  exempt  pursu¬ 
ant  to  §§  20.61  and  20.64,  as  if  they  had 
been  prepared  by  or  submitted  directly 
to  Food  and  Drug  Administration  em¬ 
ployees,  except  that  Investigatory  rec¬ 
ords  shall  be  exempt  from  disclosure  for 
a  longer  period  of  time  if  the  State  or 
local  government  officials  so  require  as 
a  condition  of  their  furnishing  the  in¬ 
formation  to  the  Pood  and  Drug 
Administration. 

(2)  Disclosure  of  investigatory  records 
compiled  for  law  enforcement  purposes 
by  the  Food  and  Drug  Administration  to 
State  and  local  government  officials  who 
perform  coimterpart  functions  to  the 
Food  and  Drug  Administration  at  the 
State  and  local  level  as  peu-t  of  coopera¬ 
tive  law  enforcement  efforts  does  not 
invoke  the  rule  established  in  §  20.21  that 
such  records  shall  be  made  available  for 
disclosure  to  all  members  of  the  public. 

§  20.8*)  (loiiimiinirationA  with  forfign 
govoriimrnl  offirials. 

Communications  with  foreign  govern¬ 
ment  officials  shall  have  the  same  status 
as  cmnmiinications  with  any  member  of 
the  public,  except  that: 

(a)  Investigatory  records  compiled  for 
law  enforcement  purposes  by  foreign  gov¬ 
ernment  officials  who  perform  counter¬ 
part  functions  to  the  Pood  and  Drug 
Administration  in  a  foreign  country,  and 
trade  secrets  and  confidential  commer¬ 
cial  or  financial  information  obtained  by 
such  officials,  which  are  voluntarily  dis¬ 
closed  to  the  Food  and  Drug  Administra¬ 
tion  as  part  of  cooperative  law  e^orce- 
ment  and  regtilatory  efftMrts,  ohoJi  be 
exempt  from  public  disclosure  to  the 
same  extent  to  which  the  records  would 


be  so  exempt  pursuant  to  Si  20.61  and 
20.64,  as  if  they  had  been  prepared  by  or 
submitted  directly  to  Food  and  Drug 
Administration  employees,  except  that 
investigatory  records  shall  be  exempt 
from  disclosure  for  a  longer  period  of 
time  if  the  foreign  government  officials 
so  require  as  a  condition  of  their  fur¬ 
nishing  the  inf  ormatKm  to  the  Food  and 
Drug  Administration. 

(b)  Disclosure  of  investigatoiy  records 
compiled  for  law  enforcement  purposes 
by  the  Food  and  Drug  Administration  to 
foreign  government  officials  who  perform 
countei-part  functions  to  the  Food  and 
Drug  A^inistratlon  in  a  foreign  country 
as  part  of  cooperative  law  enforcement 
efforts  does  not  invoke  the  rule  estab¬ 
lished  in  !  20.21  that  such  records  shall 
be  made  available  for  disclosure  to  all 
members  of  the  public. 

§  26. ‘)0  l)iM-lo»ur«‘ lo  foulrarlor-. 

(a)  Data  and  information  otherwise 
exempt  from  public  disclosure  may  be 
disclosed  to  contractors  with  the  Food 
and  Drug  Administration  and  their  em¬ 
ployees  for  use  only  in  their  work  for 
the  Food  and  Drug  Administration.  Con¬ 
tractors  and  their  employees  are  there¬ 
after  subject  to  the  same  legal  restric¬ 
tions  and  penalties  with  respect  to  the 
disclosure  of  such  data  and  informa¬ 
tion  as  FcKXi  and  Drug  Administration 
employees. 

(b)  A  written  agreement  between  the 
Food  and  Drug  Administration  and  any 
contractor  shall  be  entered  into  before 
data  and  information  otherwise  exempt 
from  public  disclosure  may  be  disclosed 
lo  the  contractor.  The  contractor  shall 
agree  to  establish  and  follow  security 
precautions  considered  by  the  Food  and 
Drug  Administration  to  be  necessary  to 
ensure  proper  and  confidential  handling 
of  the  data  and  information.  The  writ¬ 
ten  agreement  shall  include,  where  ap¬ 
propriate,  provisions  establishing: 

(1)  Restrictions  on  access  to  the  data 
and  information  by  the  contractor,  its 
employees,  or  other  persons: 

(2)  Physical  storage  requirements; 

( 3 )  Requirements  for  the  handling  and 
accountability  of  the  data  and  informa¬ 
tion  by  the  contractor  and  its  em¬ 
ployees; 

(4)  Limitations  on  reproduction, 
transmission,  and  disclosure  of  the  data 
and  Information; 

(5)  A  requirement  of  advance  ap¬ 
proval  by  the  Food  and  Drug  Adminis¬ 
tration  of  the  use  by  the  contractor  of 
subcontractors,  vendors,  or  suppliers; 

(6)  Procedures  to  be  followed  when 
the  contractor  employs  time-shared 
cMn palter  operaticxis; 

(7)  Methods  of  destroying  source 
documents  or  related  waste  material: 
and 

(8)  The  period  during  which  the  con¬ 
tractor  may  retain  such  data  and  in¬ 
formation. 

§  20,91  I'AC  of  data  or  inff>riiiuli<»i)  fur 
adniinisiraino  or  rourt  riif4»n-«-menl 
artion. 

Nothing  in  this  part  or  this  chapter 
shaU  prevent  the  Food  and  Drug  Ad¬ 
ministration  from  using  any  data  or  In- 
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formation,  whether  obtained  voluntarily 
or  Involuntarily  and  whether  or  not  It  te 
available  for  public  disclosure,  as  the 
basis  for  taking  any  administrative  or 
court  enforcement  action  within  Its  Juris¬ 
diction.  Data  and  Information  otherwise 
exempt  from  public  disclosure  are  never¬ 
theless  available  for  public  disclosure  to 
the  extent  necessary  to  effectuate  such 
action,  e.g.,  the  brand  name,  code  desig¬ 
nation,  and  distribution  Information  are 
released  when  a  product  Is  recalled. 

Subpart  F — Availability  of  Specific 
Categories  of  Records 

§  20.100  Applirability ;  rro-s-rofiroiirc 
lu  Ollier  regulations. 

(a)  The  pro\^ions  set  forth  In  this 
subpart  or  cross-referenced  in  paragraph 
(c)  of  this  section  state  the  way  in  which 
specific  categories  of  Pood  and  Drug 
Administration  records  are  handled  upon 
a  request  for  public  disclosure.  The  ex¬ 
emptions  established  In  Subpart  D  of 
this  part  and  the  limitations  on  exemp¬ 
tions  established  in  Subpart  E  of  this 
part  shall  be  applicable  to  all  Food  and 
Drug  Administration  records,  as  provided 
In  5§  20.60  and  20.80.  Accordingly,  a  rec¬ 
ord  that  is  ordinarily  available  for  pub¬ 
lic  disclosure  in  accordance  with  this  part 
or  under  other  regtUatlons  is  not  avail¬ 
able  for  such  disclosure  to  the  extent  that 
It  falls  within  an  exemption  contained  In 
Subpart  D  of  this  part  except  as  pro¬ 
vided  by  the  limitations  on  exemptions 
8i>ecified  In  Subpart  E  of  this  part. 

(b)  The  Commissioner,  on  his  own  Ini¬ 
tiative  or  on  the  petition  of  any  Interested 
person,  may  amend  this  subpart  or  pro¬ 
mulgate  and  cross-reference  additional 
regulations  to  state  the  status  of  addi¬ 
tional  categories  of  documents  to  settle 
pending  questions  or  to  refiect  court 
decisions. 

(c)  In  addition  to  the  provisions  of  this 
part,  rules  on  the  availability  of  the  fol¬ 
lowing  specific  categories  of  Fy)od  and 
Drug  Administration  records  are  estab¬ 
lished  by  regulations  in  this  chapter: 

(1)  Section  305  hearing  records.  In 
I  7.87(c)  of  this  chapter. 

(2)  FlavOT  Ingredient  records  and 
notes.  In  §  101.22(1)  (4)  (iv)  of  this  chap¬ 
ter. 

(3)  Environmental  Impact  analysis  re¬ 
ports  and  draft  and  final  environmental 
Impact  statements.  In  §§  25.1(h)  and 
25.30  of  this  chapt^. 

(4)  Color  additive  petitions.  In  S  71.15 
of  this  chapter. 

(5)  Food  standard  temporary  permits. 
In  §  130.17  (k)  of  this  chapter. 

(6)  Information  on  thermal  processing 
of  low-acid  foods  packaged  in  hermeti¬ 
cally  sealed  containers,  in  §  108.35(1)  of 
this  chapter. 

(7)  Food  additive  petitions,  in  5 171.1 
(h)  of  this  chapter. 

(8)  Action  levels  for  natural  and  un¬ 
avoidable  defects  In  food  for  human  iise. 
In  §  110.99(e)  of  this  chapter. 

(9)  Drug  establishment  registrations 
and  drug  listings.  In  §  207.37  of  this 
chapter. 

(10)  Investigational  new  animal  drug 
notices.  In'  S  514.12  of  this  chapter. 
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(11)  New  animal  drug  applicatlcm  files. 
In  §  514.11  of  this  chapter. 

(12)  Investigational  new  animal  drug 
notice  and  a  new  animal  drug  applica¬ 
tion  file  for  an  antibiotic  drug.  In 
S  514.10  of  this  chapter. 

(13)  Methadone  patient  records,  in 
§  310.505(g)  of  this  chapter. 

(14)  Investigational  new  drug  notice. 
In  §  312.5  of  this  chapter. 

( 15)  Labeling  for  and  lists  of  approved 
new  drug  applications,  4n  §  314.10  of  this 
chapter. 

(16)  Master  files  for  new  drug  applica¬ 
tions,  in  §  314.11  of  this  chapter. 

(17)  New  drug  application  file.  In 
§  314.14  of  this  chapter. 

(18)  Data  and  liiformation  submitted 

for  in  vitro  diagnostic  products,  in  §  809.4 
of  this  chapter.  , 

(19)  Data  and  information  submitted 
for  OTC  drug  review.  In  $  330.10(a)  (2) 
of  this  chapter. 

(20)  Investigational  new  drug  notice 
for  an  antibiotic  drug.  In  §  431.70  of 

fViic 

(21)  Antibiotic  drug  file.  In  5  431.71  of 
this  chapter. 

(22)  Data  and  information  submitted 
for  biologies  review,  in  §  601.25(b)  (2)  of 
this  chapter. 

(23)  Investigational  new  drug  notice 
for  a  biological  product,  in  §  601.50  of  this 
chapter. 

(24)  Applications  for  establishment 
and  product  licenses  for  biological  pro¬ 
ducts,  in  §  601.51  of  this  chapter. 

(25)  Cosmetic  establishment  registra¬ 
tions,  in  §  710.7  of  this  chapter. 

(26)  Cosmetic  product  In^edlent  and 
cosmetic  raw  material  composition  state¬ 
ments,  S  720.8  of  this  chapter. 

(27)  Cosmetic  product  experience  re¬ 
ports,  in  §  730.7  of  this  chapter. 

(28)  Electronic  product  information, 
in  §§  1002.4  and  1002.42  of  this  chapter. 

§  20.101  AdiiiiniKtralive  enforcement 
records. 

(a)  All  Food  and  Drug  Administration 
records  relating  to  administrative  en¬ 
forcement  action  disclosed  to  any  mem¬ 
ber  of  the  public.  Including  the  person 
who  is  the  subject  of  such  action,  are 
available  for  public  disclosure  at  the  time 
such  disclosure  is  first  made.  Such  rec¬ 
ords  Include  correspondence  with  com¬ 
panies  following  factory  Inspection,  re- 
caU  or  detention  requests,  notice  of 
refusal  of  admission  of  an  Imported 
product,  regulatory  letters,  information 
letters.  Forms  FD-483  and  PD-2275  fur¬ 
nished  to  companies  after  factory  Inspec¬ 
tion,  and  similar  records. 

(b)  To  the  extent  that  any  of  such 
records  fall  within  the  exemption  for 
investigatory '  records  established  In 
§  20.64,  the  Commissioner  determines 
that  they  are  subject  to  discretionary 
release  pursuant  to  §  20.82. 

(c)  R^ords  relating  to  administrative 
enforcement  action  that  are  not  dis¬ 
closed  to  any  member  of  the  public  con¬ 
stitute  Investigatory  records  that  are 
subject  to  the  rules  for  disclosure  estab¬ 
lished  In  §  20.64.  For  example,  an  estab¬ 
lishment  Inspection  report  Is  an  Inves¬ 
tigatory  record  and  thus  subject  to 


§  20.64  except  insofar  as  the  Commis¬ 
sioner  exercises  his  discretion  to  release 
It  pursuant  to  S  20.82. 

§20.102  Court  enfurreniont  records. 

(a)  All  records  and  dociunents  filed  in 
the  courts  are  available  for  public  dis¬ 
closure  unless  the  court  orders  other¬ 
wise.  The  Food  and  Drug  Administration 
will  make  available  for  public  disclosure 
such  records  or  dociunents  if  the  agency 
can  determine  that  it  has  an  accurate 
copy  of  the  actual  record  or  document 
filed  in  the  court.  If  the  Food  and 
Drug  Administration  cannot  determine 
whether  it  has  an  accurate  copy  of  such 
a  record  or  document,  the  person  re¬ 
questing  a  copy  shall  be  referred  to  the 
coiu*t  involved. 

(b)  After  a  recommendation  for  court 
action  has  been  finally  refused  by  a 
United  States  attorney,  the  correspond¬ 
ence  with  the  United  States  attorney  and 
the  Department  of  Justice  with  respect 
to  that  reconunendatlon,  including  the 
pleadings  recommended  for  filing  with 
the  court.  Is  available  for  public  dis¬ 
closure.  Prior  disclosure  of  any  record 
specifically  reflecting  consideration  of 
possible  criminal  prosecution  of  any  in¬ 
dividual,  all  names  and  other  Informa¬ 
tion  that  would  Identify  an  Individual 
who  was  considered  for  criminal  prose¬ 
cution  but  who  was  not  prosecuted  shall 
be  deleted  unless  the  Commissioner  con¬ 
cludes  that  there  is  a  compelling  public 
interest  In  the  disclosure  of  such  names, 

§  20.103  CoiTOKppiidence. 

(a)  All  correspondence  to  and  from 
members  of  the  public,  members  of  Con¬ 
gress,  organization  or  company  ofQclals, 
or  other  persons,  except  members  of  the 
Executive  Branch  of  the  F^eral  Gov¬ 
ernment  and  special  government  em¬ 
ployees,  Is  available  for  public  disclosure. 

(b)  Any  such  correspondence  Is  avail¬ 
able  for  public  disclosure  at  the  time  that 
It  is  sent  or  received  by  the  Food  and 
Drug  Administration  unless  a  different 
time  for  such  disclosure  is  specified  In 
other  rules  established  ex'  cross-refer¬ 
enced  in  this  part,  e.g.,  correspondence 
relating  to  an  IND  notice  or  an  NDA  In 
§  314.14(e)  (7)  of  this  chapter. 

§  20.104  Summaries  of  oral  discussions. 

(a)  All  written  summaries  of  oral  dis¬ 
cussions,  whether  In  person  or  by  tele¬ 
phone,  with  members  of  the  public,  mem¬ 
bers  of  Congress,  organization  or  com¬ 
pany  oflBclals,  or  other  piersons,  except 
members  of  the  Executive  Branch  of  the 
Federal  government  or  special  govern¬ 
ment  employees,  are  available  for  public 
disclosure. 

(b)  Any  such  summary  Is  available  for 
public  disclosure  at  the  time  that  it  is 
prepared  by  the  Food  and  Drug  Ad¬ 
ministration  unless  a  different  time  for 
such  disclosure  Is  specified  in  other  rules 
established  or  cross-referenced  in  this 
part,  e.g.,  summaries  of  oral  discussions 
relating  to  a  food  additive  petition  in 
§  171.1(h)  (3)  of  this  chapter. 

(c)  If  more  than  one  summary  of  an 
oral  discussion  exists  in  a  Food  and  Drug 
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Administration  file,  all  such  summaries 
shall  be  disclosed  in  response  to  any  re> 
quest  for  such  summary. 

§  20.105  Te!«linK  «nd  researrh  con- 
by  ur  with  funds  provided  by 
the  Food  and  Urua  Administratio:!. 

•  a)  Any  list  that  may  be  prepared  by 
the  Food  and  Drug  Administration  of 
testing  and  research  being  conducted  by 
or  with  fimds  provided  by  the  Pood  and 
Drug  Administration  is  available  for 
public  disclosure. 

(b)  Any  contract  relating  to  agency 
testing  and  research,  and  any  progress 
report  relating  thereto,  is  available  for 
public  disclosure. 

(c)  The  results  of  all  testing  or  re¬ 
search  conducted  by  or  with  funds  pro¬ 
vided  by  the  Pood  and  Drug  Administra¬ 
tion,  such  as  toxicological  testing,  com¬ 
pliance  assays,  methodology  studies,  and 
product  testing,  are  available  for  public 
disclosure  when  the  final  report  is  com¬ 
plete  and  accepted  by  the  responsible 
Food  and  Drug  Administration  official, 
after  deletion  of  any  information  that 
would  reveal  confidential  Investigative 
techniques  and  procedures,  e.g.,  the  use 
of  ’’markers”  to  document  adulteration 
of  a  product.  If  such  results  are  disclosed 
in  an  authorized  manner  to  any  member 
of  the  public  before  the  final  report  is 
available,  they  are  Immediately  avail¬ 
able  for  public  disclosure  to  any  member 
of  ^e  public  who  requests  them. 

(d)  Access  to  all  raw  data,  slides, 
woAsheets,  and  other  similar  working 
materials  shall  be  provided  at  the  same 
time  that  the  final  report  is  disclosed. 

§  20.106  Studies  and  reports  prepared 
by  or  wilb  funds  provided  by  ibe 
Food  and  Drug  Adniinisiralion. 

(a)  The  following  types  of  reports  and 
studies  prepared  by  or  with  fimds  pro¬ 
vided  by  the  Food  and  Drug  Administra¬ 
tion  are  available  for  public  disclosure 
upon  their  acceptance  by  the  responsible 
agency  official: 

(1)  Quarterly  and  annual  reports  of 
the  agency. 

(2)  External  Investlgatltms  or  review 
of  agency  needs  and  perfmmance. 

(3)  Surveys,  compilations,  and  sum¬ 
maries  of  data  and  Information. 

(4)  Consumer  surveys. 

(5)  Compliance  stuweys. 

(6)  Compliance  programs,  except  that 
names  of  specific  firms,  the  location  of 
specific  activities,  and  details  about 
sampling  numbers  or  sizes  shall  be  de¬ 
leted  imtil  implementation  of  the  pro¬ 
gram  is  completed. 

(7)  Work  plans  prepared  by  Food  and 
Drug  Administration  bureaus,  field  of¬ 
fices,  and  other  components,  except  that 
names  of  specific  firms,  the  location  of 
specific  activities,  and  details  about 
sampling  numbers  or  sizes  shall  be  de¬ 
leted  until  implementation  of  the  plan 
is  completed. 

(b)  The  following  types  of  reports  and 
studies  prepared  by  or  with  fwds  pro¬ 
vided  by  the  Food  and  Ihnig  Adminis¬ 
tration  are  not  available  for  public 
disclosure: 


(1)  Internal  audits  of  agency  needs 
and  performance. 

(2)  Records  relating  to  the  internal 
planning  and  budget  process. 

(3)  Legrlslative  proposals  or  comments 
prior  to  submission  to  Cemgress. 

§  20.107  Food  and  Drug  Aflniini^tralion 
maniialH. 

(a)  All  Food  and  Drug  Administra¬ 
tion  staff  manuals  and  instructions  to 
staff  that  affect  a  member  of  the  public 
are  available  for  public  disclosure.  An 
index  of  all  such  manuals  is  available  at 
the  Food  and  Drug  Administration  Pub¬ 
lic  Records  smd  Documents  Center  in 
acc(M'dance  with  S  20.26. 

(b)  Manuals  relating  s<riely  to  inter¬ 
nal  personnel  rules  and  practices  are 
not  available  for  public  disclosure  except 
to  the  extent  that  the  Commissioner 
determines  that  they  should  be  disclosed 
pursuant  to  S  20.82. 

(c)  All  Food  and  Drug  Administration 
acti(m  levels  which  are  used  to  determine 
when  the  agency  will  take  regulatory 
action  against  a  violative  product,  lim¬ 
its  of  sensitivity  and  variability  of  ana¬ 
lytical  methods  which  are  used  in  de¬ 
termining  whether  a  product  violates  the 
law,  and  direct  reference  levels  above 
which  Food  and  Drug  -Administration 
field  offices  may  request  legal  action  di¬ 
rectly  to  the  office  of  the  General  Coun¬ 
sel,  are  available  for  public  disclosure. 

§  20.108  Agreements  between  the  Food 
and  Drug  Administration  and  other 
departments,  agencies,  and  orga¬ 
nizations. 

(a)  All  written  agreements  and  un¬ 
derstandings  signed  by  the  Food  and 
Drug  Administration  and  other  depart¬ 
ments,  agencies,  and  organizations  are 
available  for  public  disclosure. 

(b)  A  permanent  file  of  all  such  agree¬ 
ments  and  imderstandings  is  available 
for  public  review  during  working  hours 
in  the  Food  and  Drug  Administration 
Public  Records  and  Documents  Center. 

(c)  In  accordance  with  the  notice  pub¬ 
lished  in  the  Fkockal  Rxcism  of  Octo¬ 
ber  3, 1974  (39  FR  35697) .  aU  such  agree¬ 
ments  and  understanding  shall  be  pub¬ 
lished  in  the  Federal  Register. 

§  20.109  Data  and  infornuilion  nhiuined 
by  contract. 

(a)  All  data  and  information  obtained 
by  the  Food  and  Drug  Administration  by 
contract,  including  all  progress  reports 
pursuant  to  a  contract,  are  available  for 
public  disclosure  when  accepted  by  the 
responsible  agency  official  except  to  the 
extent  that  they  remain  subject  to  an 
exemption  established  in  Subpart  D  of 
this  part,  e.g..  they  relate  to  law  enforce¬ 
ment  matters  as  provided  in  $  20.88(b). 

(b)  Upon  the  awarding  of  a  contract 
by  the  Food  and  Drug  Administration, 
the  technical  proposal  submitted  by  the 
successful  offeror  will  be  available  for 
public  dlsclosiure.  All  cost  proposals  and 
the  technical  proposals  of  unsuccessful 
offerors  submitted  in  response  to  a  re¬ 
quest  for  proposals  are  exempt  from  dis¬ 
closure  as  confidential  commercial  or 
financial  information  pursuant  to  i  20.61. 


§20.110  Data  and  informalinn  alwtul 
Food  and  Drug  Admini«lration  em¬ 
ployees. 

(a)  The  name,  title,  grade,  position 
description,  salary,  work  address,  and 
work  telephone  number  for  every  Pood 
and  Drug  Administration  employee  are 
available  for  public  disclosure.  The  home 
address  and  home  telephone  number  of 
any  such  employee  are  not  available  for 
public  disclosure. 

(b)  Statistics  on  the  prior  employ¬ 
ment  experience  of  present  agency  em¬ 
ployees,  and  subsequent  employment  of 
past  agency  employees,  are  available  for 
public  disclosure. 

§  20.1 1 1  Data  and  inforiiia'ioii  -tihinil- 
t*‘d  voluntarily  to  the  Futxl  and  Di  li;: 
.'VdniiniMratiun. 

(a)  The  provisions  of  this  section  shall 
apply  only  to  data  and  information  sub¬ 
mitted  volxmtarlly  to  the  Pood  and  Drug 
Administration,  whether  in  the  course  of 
a  factory  inspection  or  at  any  other  time, 
and  not  as  a  part  of  any  petition,  appli¬ 
cation,  master  file,  or  other  required  sub¬ 
mission  or  request  for  action.  Data  and 
information  that  may  be  required  to  be 
submitted '  to  the  Food  and  Drug  Ad¬ 
ministration  but  that  are  submitted  vol- 
imtarily  Instead  are  not  subject  to  the 
provisions  of  this  section  and  will  be 
handled  as  if  they  had  been  required  to 
be  submitted. 

(b)  A  determination  that  data  or  in¬ 
formation  submitted  volimtarlly  will  be 
held  in  confidence  and  will  not  be  avail¬ 
able  for  public  disclosure  shall  be  made 
only  in  the  form  of  a  regulation  pub¬ 
lished  or  cross-referenced  in  this  part  or 
by  a  written  determination  pursuant  to 
the  procedure  established  in  S  20.44. 

(c)  The  following  data  and  informa¬ 
tion  submitted  voluntarily  to  the  F(X>d 
and  Drug  Administration  are  available 
for  public  disclosure  unless  extraordinary 
circumstances  are  shown: 

(1)  All  safety,  effectiveness,  and  func¬ 
tionality  data  and  information  for  a 
marketed  ingredient  or  product,  except 
as  provided  in  §  330.10(a)  (2)  of  this 
chapter  for  OTC  drugs. 

(2)  A  protocol  for  a  test  or  study,  un¬ 
less  it  is  shown  to  fall  within  the  ex¬ 
emption  established  in  §  20.61  for  trade 
secrets  and  confidential  commercial  or 
financial  information. 

(3)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints, 
and  other  similar  data  and  information 
shall  be  disclosed  as  follows : 

(i)  If  submitted  by  a  consumer  or  user 
of  the  product,  the  record  is  available  for 
public  disclosure  after  deletion  of  names 
and  other  information  that  would  Idibn- 
tify  the  person  submitting  the  informa¬ 
tion. 

(li)  If  sutoiltted  by  the  manufacturer 
of  the  product,  the  record  is  available  for 
public  disclosure  after  deletion  of: 

(a)  Names  and  any  Information  that 
would  identify  the  person  using  the 
product. 

(b)  Names  and  any  Informatkm  that 
would  identify  any  third  party  involved 
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with  the  report,  such  as  a  physician  or 
hospital  or  other  Institution. 

(c)  Names  and  any  other  Information 
that  would  identify  the  manufacturer  or 
the  brand  designation  of  the  product, 
but  not  the  type  of  product  or  Its  ingredi¬ 
ents. 

(iii)  If  submitted  by  a  third  party, 
such  as  a  physician  or  hospital  or  other 
institution,  the  record  is  available  for 
public  disclosure  after  deletion  of: 

(a)  Names  and  any  information  that 
would  identify  the  person  using  the 
product. 

(b)  Names  and  any  information  that 
would  identify  any  third  party  involved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(iv)  If  obtained  through  a  Food  and 
Drug  Administration  investigation,  the 
record  shall  have  the  same  status  as  the 
initidl  report  which  led  to  the  investiga¬ 
tion,  i.e.,  it  shaU  be  disclosed  in  accord¬ 
ance  with  paragraph  (c)(3>(i)  through 
(iii)  of  this  section. 

(V)  Any  compilation  of  data,  informa¬ 
tion,  and  reports  prepared  in  a  way  that 
does  not  reveal  data  or  information 
which  is  not  available  for  public  disclo¬ 
sure  under  this  section  is  available  for 
public  disclosure. 

(vi)  If  a  person  requests  a  copy  of  any 
such  record  relating  to  a  specific  Indi¬ 
vidual  or  a  specific  incident,  such  re¬ 
quest  will  be  denied  unless  accompanied 
by  the  written  consent  to  such  disclosure 
of  the  i>erson  who  sulmiitted  the  rep>ort 
to  the  Food  and  Drug  Administration  and 
the  individual  who  is  the  subiect  of  the 
report.  The  record  will  be  disclosed  to 
the  individual  who  is  the  subject  of  the 
repwrt  up>on  request. 

(4)  A  list  of  all  ingredients  contained 
in  a  food  or  cosmetic,  whether  or  not  it 
is  in  descending  order  of  predominance, 
or  a  list  of  all  active  ingredients  and  any 
inactive  ingredients  previously  disclosed 
to  the  public  as  defined  in  §  20.81  con¬ 
tained  in  a  drug,  or  a  list  of  all  ingredi¬ 
ents  or  components  in  a  device.  A  par¬ 
ticular  ingredient  or  comp>onent  or  group 
of  ingredients  or  components  shall  be 
deleted  .from  any  such  list  for  a  cosmetic 
or  device  prior  to  public  disclosure  upon 
a  determination  made  pursuant  to  §  20.44- 
that  the  ingredient  or  ingredients  fall 
within  the  exemption  established  in 
§  20.61  for  trade  secrets  and  confid«itial 
commercial  information,  and  a  notation 
shall  be  made  that  any  such  Ingredient 
list  is  incomplete. 

(5)  An  assay  method  or  other  analji;!- 
cal  method,  unless  it  serves  no  regula¬ 
tory  or  c(Mnpliance  purp>ose  and  is  showm 
to  fall  within  the  exemption  established 
in  $  20.61. 

(d)  The  following  data  and  informa¬ 
tion  submitted  voluntarily  to  the  Food 
and  Drug  Administration  are  not  avail¬ 
able  for  public  disclosure  unless  they 
have  been  previously  disclosed  to  the 
public  as  defined  in  §  20.81  or  they  relate 
to  a  product  or  ingredient  that  has  been 
abandoned  and  they  no  longer  represent 
a  trade  secret  or  confidential  commercial 
or  financial  information  as  defined  in 
f  20.61: 

(1)  All  safety,  effectiveness,  and  func- 
tl(mality  data  and  information  for  a  de¬ 


velopmental  Ingredient  or  product  that 
has  not  prevlopisly  been  disclosed  to  the 
public  as  defined  In  i  20.81. 

(2)  Manufacturing  methods  m*  proc¬ 
esses,  including  quality  ccmtrol  proce¬ 
dures. 

(3)  Production,  sales,  distribution,  and 
similar  data  and  information,  except 
that  any  compilation  of  such  data  and 
information  aggregated  and  prepared  In 
a  way  that  does  not  reveal  data  or  infor¬ 
mation  which  Is  not  available  for  public 
disclosiu-e  under  this  provision  is  avail¬ 
able  for  public  disclosure. 

(4)  Quantitative  or  semiquantitative 
formulas. 

(e)  For  purposes  of  this  regulation, 
safety,  effectiveness,  and  functionality 
data  include  all  studies  and  tests  of  an 
ingredient  or  a  product  on  animals  and 
humans  and  all  studies  and  tests  on  the 
ingredient  or  product  for  Identity,  sta¬ 
bility,  purity,  potency,  bioavailability, 
performance,  and  usefulness. 

§  20.1  12  Voluntary-  drug  cxporirnc-r  re¬ 
ports  submitted  b.v  pbysieiaiis  and 
liospitals. 

(a)  A  voluntary  drug  experience  re¬ 
port  to  the  Food  and  Drug  Administra¬ 
tion  on  Form  FD-1639  shall  be  handled 
in  accordance  with  the  rules  established 
in  5  20.111(c)  (3)  (Hi). 

(b)  If  a  person  requests  a  copy  of  any 
such  record  relating  to  a  specific  Indi¬ 
vidual  or  a  specific  incident,  such  request 
will  be  denied  unless  accompanied  by  the 
written  consent  to  such  disclosure  of  the 
person  who  submitted  the  report  to  the 
Food  and  Drug  Administration  and  the 
individual  who  is  the  subject  of  the 
report. 

§20.1l,'>  Voluntary’  product  dcft'ct  rr- 

psi  Is. 

Voluntary  reports  of  defects  in  prod¬ 
ucts  subject  to  the  jurisdiction  of  the 
Food  and  Drug  Administration  are  avafl- 
able  for  public  disclosure: 

(a)  If  the  report  is  submitted  by  the 
manufacturer,  after  deletion  of  data  and 
Information  falling  within  Uie  exemp¬ 
tions  e.stabllshed  in  S  20.61  for  trade  se¬ 
crets  and  confidential  commercial  or  fi¬ 
nancial  information  and  In  §  20.63  for 
personal  privacy. 

(b)  If  the  report  is  submitted  by  any 
person  other  than  the  manufacturer,  af¬ 
ter  deletion  of  names  and  other  informa¬ 
tion  that  would  Identify  the  person  sub¬ 
mitting  the  report  and  any  data  or  In¬ 
formation  falling  within  the  exemption 
established  in  §  20.63  for  personal  pri¬ 
vacy. 

§20.11-1  Dutu  and  information  nub- 
riillod  purMuani  to  cooperative  qual¬ 
ity  as«uraiire  agreements. 

Data  and  Information  submitted  to  the 
Pood  and  Drug  Administration  pursuant 
to  a  cooperative  quality  assurance  agree¬ 
ment  shall  be  handled  In  accordance 

with  the  rules  established  in  §  20.111. 

« 

§  20.1  l.’f  Product  codf**  for  mnnufaelur- 
ing  nr  «iale«  dates. 

Data  or  Information  In  Food  and  Ehug 
Administration  files  which  provide  a 
means  for  deciphering  or  decoding  a 
manufacturing  date  or  sales  date  or  use 


date  contained  on  the  label  or  in  label¬ 
ing  or  oUierwlse  used  In  connection  with 
a  product  subject  to  the  jurisdiction  of 
the  Food  and  Drug  Administration  are 
available  for  public  disclosure. 

§20.116  Drug  listing  information. 

Information  submitted  to  the  Food 
and  Drug  Administration  pursuant  to 
section  510  of  the  act  (21  UJS.C.  360) 
shall  be  subject  only  to  the  special  dis¬ 
closure  provisions  established  in  S  207.37 
of  this  chapter. 

§  20.1 17  New  drug  information. 

(a)  The  following  computer  printouts 
are  available  for  public  inspection  In  the 
PV>od  and  Drug  Administration  Public 
Records  and  Documents  Center: 

(1)  A  numerical  listing  of  all  new 
drug  applications  and  abbreviated  new 
drug  applications  ai^roved  since  1938, 
showing  the  NDA  number,  the  trade 
name,  the  applicant,  the  approval  date, 
and,  where  applicable,  the  date  the  ap¬ 
proval  was  withdrawn  and  the  date  the 
Food  and  Drug  Administration  was 
notified  that  marketing  of  the  product 
was  discontinued. 

(2)  A  munerical  listing  of  all  new  drug 
applications  and  abbreviated  new  drug 
applications  approved  since  1938  which 
are  still  approved,  showing  the  same  in¬ 
formation  as  is  specified  In  paragraph 
(a)  (1)  of  this  section  except  that  It  does 
not  show  a  withdrawal  date. 

(b)  Other  computer  printouts  con¬ 
taining  IND  and  NDA  information  .Are 
available  to  the  extent  that  they  do  not 
reveal  data  or  Information  prohibited 
from  disclosure  under  SS  20.61,  312.5,  and 
314.14  of  this  chapter. 

§  20.118  .\dvi!iory’  romiiiiltee  records. 

All  advisory  committee  records  shall  be 
handled  in  accordance  with  the  rules 
established  In  Parts  10,  12,  13,  14,  15,  16, 
and  19  of  this  chapter. 

§  20. 119  Lists  of  nninos  and  uddressr.s. 

Names  and  addresses  of  Individuals  In 
Food  and  Drug  Administration  records 
shall  not  be  sold  or  rented.  Names  and 
addresses  shall  not  be  disclosed  If  dis¬ 
closure  is  prohibited  as  a  clearly  tmwar- 
ranted  invasion  of  personal  privacy,  e.g., 
lists  of  names  and  home  addresses  of 
Food  and  Drug  Administration  em¬ 
ployees,.  which  shall  not  be  disclosed 
under  §  20.110. 
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puted. 

21.75  Rights  of  legal  guardians. 

Authouty:  Sec.  201  et  aeq..  Pub.  L.  717, 
52  Stat.  1040  et  seq.,  as  amended  (21  UR.C. 
321  et  aeq.);  sec.  1  et  seq..  Pub.  L.  410,  58 
Stat.  682  et  seq.,  as  amended  (42  X7R.C.  201 
et  seq.):  Pub.  L.  9D-2S.  81  Stat.  64-56.  as 
amended  (5  VB.C.  552):  Pub.  L.  93  579,  88 
Stat.  1896  (5  D.S.C.  652a) . 

Subpart  A — General  Provisions 
§  21.1  Scope. 

(a)  This  part  establishes  procedures  to 
Implement  the  Privacy  Act  of  1974  (5 
UjS.C.  552a).  It  tqiii^es  to  records  about 
Individuals  that  are  maintained,  col¬ 
lected,  used,  or  dlscloeed  by  the  Food  and 
Drug  Administration  and  contained  In 
Privacy  Act  Record  Systems. 

(b)  This  part  does  not: 

(1)  Apply  to  Food  and  Drug  Admin¬ 
istration  record  systems  that  are  not 
Privacy  Act  Record  Systems  or  make 
available  to  an  individual  records  that 
may  Include  references  to  him  but  that 
are  not  retrieved  by  his  name  or  other 
personal  Identifier,  whether  or  not  con¬ 
tained  In  a  Privacy  Act  Record  System. 
Part  20  of  this  chapter  (the  public  Infor¬ 
mation  regulations)  and  other  regula¬ 
tions  referred  to  therein  determine  when 
records  are  made  available  in  such  cases. 

(2)  Make  any  records  available  to  per¬ 
sons  other  than  (1)  Individuals  who  are 
the  subjects  of  the  records,  (11)  persons 
accompanying  such  Individuals  under 
i  21.43,  (ill)  persons  provided  records 
pursuant  to  Individual  consent  under 


§  21.72,  or  (iv)  persons  acting  on  behalf 
of  such  Individuals  as  legal  guardians 
under  §  21.75.  Part  20  at  this  chapter  (the 
public  information  regulations)  and 
other  regulations  referred  to  therein  de¬ 
termine  when  Food  and  Drug  Adminis¬ 
tration  records  are  dlsclosable  to  mem¬ 
bers  of  the  public  generally.  Subpart  G 
of  this  part  limits  the  provisions  of  Part 
20  of  this  chapter  wlto  respect  to  dis¬ 
closures  of  records  about  individuals 
from  Privacy  Act  Record  Systems  to  per¬ 
sons  other  than  Individuals  who  are  the 
subjects  of  the  records. 

(3)  Make  available  information  com¬ 
piled  by  the  Food  and  Drug  Administra¬ 
tion  in  reasonable  anticipation  of  court 
litigation  or  formal  administrative  pro¬ 
ceedings.  The  availability  of  such  infor¬ 
mation  to  any  member  of  the  public,  in¬ 
cluding  any  subject  individual  or  party 
to  such  litigation  or  proceeding  shall  be 
governed  by  applicable  constitutional 
principles,  rules  of  discovery,  and  Part  20 
of  this  chapter  (the  public  Information 
regulations) . 

(4)  Apply  to  personnel  records  main¬ 
tained  by  the  Divislcm  of  Personnel  Man¬ 
agement.  Food  and  Drug  Administration, 
except  as  provided  In  S  21.32.  Such  rec¬ 
ords  are  subject  to  regulations  of  the 
Civil  Service  Commission  in  5  CFR  Parts 
293,  294,  and  297. 

§  21.3  Di'fiiiitions. 

As  used  in  this  part: 

(a)  “Individual"  means  a  natui-al  liv¬ 
ing  person  who  Is  a  citizen  of  the  United 
States  or  an  alien  lawfully  admitted  for 
permanent  residence.  Individual  does  not 
include  sole  proprietorships,  partner¬ 
ships.  or  corporations  engaged  in  the 
production  or  distribution  of  products 
regulated  by  the  Pood  and  Drug  Admin¬ 
istration  or  with  which  the  Food  and 
Drug  Administratiim  has  business  deal¬ 
ings.  Any  such  business  enterprise  that  is 
Identified  by  the  name  of  one  or  more  In¬ 
dividuals  is  not  an  Individual  within  the 
meaning  of  this  part.  Emi>loyees  of  regu¬ 
lated  business  enterprises  are  considered 
individuals.  Accordingly,  i^ysiclans  and 
other  health  professionals  who  are  oi- 
gaged  in  business  as  proprietors  of  estab- 
Ushm«its  regulated  by  the  Food  and 
Drug  Administration  are  not  considered 
individuals ;  however,  physicians  and 
other  health  professionals  who  are  en¬ 
gaged  in  clinical  Investigations,  em- 
1^3^  by  regulated  enterprises,  or  the 
subjects  of  records  concerning  their  own 
health.  e.g.,  exposure  to  excessive  radia¬ 
tion.  are  considered  Individuals.  Food  and 
Drug  Administration  employees,  consult¬ 
ants,  and  advisory  committee  members. 
State  and  local  officials,  and  consumers 
are  considered  Individuals. 

(b)  “Records  about  Individuals"  means 
Items,  collections,  or  groupings  of  infor¬ 
mation  about  Individuals  contained  In 
Privacy  Act  Record  Systems,  including, 
but  not  limited  to  education,  financial 
transactions,  medical  history,  criminal 
history,  or  employment  history,  that  con¬ 
tain  names  or  personal  identifiers. 

(c)  "Privacy  Act  Record  System" 
means  a  system  of  records  about  individ¬ 
uals  under  the  control  ot  the  Food  and 
Drug  AdminLstratlcm  from  which  infnr- 


mation  is  retrieved  by  individual  names 
or  other  personal  identifiers.  The  term 
includes  such  a  system  of  records  wheth¬ 
er  subject  to  a  notice  published  by  the 
Food  and  Drug  Administration,  the  De¬ 
partment,  or  another  agency.  Where 
records  are  retrieved  Mily  by  personal 
identifiers  other  than  Individual  names, 
a  system  of  records  is  not  a  Privacy  Act 
Record  System  if  the  Pood  and  Drug  Ad¬ 
ministration  cannot,  by  reference  to  in¬ 
formation  under  its  control,  or  by  refer¬ 
ence  to  records  of  contractors  that  are 
subject  to  this  part  under  |  21.30,  ascer¬ 
tain  the  identity  of  individuals  who  are 
the  subjects  of  the  records. 

(cU  “Personal  identifiers”  includes  in¬ 
dividual  names,  Identifying  numbers, 
symbols,  or  other  identifying  designa¬ 
tions  assigned  to  individuals.  “Personal 
Identifiers”  does  not  include  names, 
numbers,  symbols,  or  other  Identifying 
designations  that  Identify  products,  es¬ 
tablishments,  or  actions. 

(eT  “Personnel  records"  means  any 
personal  information  maintained  in  a 
Privacy  Act  Record  System  that  is 
needed  for  personnel  management  pro¬ 
grams  or  processes  such  as  staffing,  em¬ 
ployee  development,  retirement,  and 
grievances  and  appeals. 

(f)  “Department"  means  Department 
of  Health,  Education,  and  Welfare. 

§  21.10  Poli**Y  ronrrmiiig  ro<^rtls  nbout 
individiial.'*. 

Information  about  individuals  in  Food 
and  Drug  Administration  records  shall 
be  collected,  maintained,  used,  and  dis¬ 
seminated  so  as  to  protect  the  right  to 
privacy  of  the  Individual  to  the  fullest 
possible  extent  consistent  with  laws  re¬ 
lating  to  disclosure  of  Information  to  the 
general  public,  the  law  enforcement  re¬ 
sponsibilities  of  the  agency,  and  admin¬ 
istrative  and  program  management 
needs. 

Subpart  B — Food  and  Drug  Administration 
Privacy  Act  Record  Systems 

§  21.20  Prorrdurrs  for  notice  of  Food 
and  Drug  Administration  Privacy 
.\ct  Kccord  Sy  stem*. 

(a)  The  Food  and  Drug  Administra¬ 
tion  shall  Issue  In  the  Fedkoai,  Registkb 
on  or  before  August  30  of  each  year  a 
notice  concerning  each  Privacy  Act  Rec¬ 
ord  System  as  defined  In  1 21.3(c)  that 
Is  not  covered  by  a  notice  published  by 
the  Department,  the  Chvil  i^rvlce  Com- 
mlssitm,  or  another  agency. 

(b)  Itie  notice  shall  Include  the  fol¬ 
lowing  information: 

(1)  The  name  and  locatlon(s)  of  the 
system. 

(2)  The  categories  of  individuals  about 
whom  records  are  maintained  in  the 
system. 

(3)  The  categories  of  records  main¬ 
tained  In  the  system. 

(4)  The  authority  for  the  system. 

(5)  Each  routine  use  of  the  records 
contained  In  the  system  (Le.,  use  out¬ 
side  the  D^iartment  of  Health.  Educa¬ 
tion.  and  Welfare  that  Is  compatiUe  with 
the  purpose  for  which  the  records  were 
(xdlected  and  described  In  the  notice) 
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Including  the  categories  of  users  and  the 
purposes  of  such  use. 

(6)  The  policies  and  practices  of  the 
Food  and  Drug  Administration  regarding 
storage,  retrievability  (i.e.,  how  the  rec¬ 
ords  are  indexed  and  what  intra-agency 
uses  are  made  of  the  records),  access 
controls,  retention,  and  disposal  of  the 
records  in  that  system. 

(7)  The  title  and  business  address  of 
the  official  who  is  responsible  for  the  sys¬ 
tem  of  records. 

(8)  The  notification  procedure,  i.e., 
the  address  of  the  PDA  Privacy  Coordi¬ 
nator,  whom  any  individual  can  contact 
to  seek  notification  whether  the  system 
contains  a  record  about  him. 

( 9 )  The  record  access  and  contest  pro¬ 
cedures,  which  shall  be  the  same  as  the 
notification  procedure  except  that  a  ref¬ 
erence  shall  be  included  to  any  exemp¬ 
tion  from  access  and  contest. 

(10)  Where  any  records  in  the  system 
are  subject  to  an  exemption  under 
§  21.61,  a  reference  to  this  exemption. 

(11)  The  categories  of  sources  of  rec¬ 
ords  in  the  system. 


(a)  The  Po(Xi  and  Drug  Administra¬ 
tion  shall  notify  the  designated  Depart¬ 
ment  official,  the  Office  of  Management 
and  Budget  (Information  Systems  Di¬ 
vision)  ,  and  the  Congress  of  proposals  to 
change  or  establish  Privacy  Act  Record 
Systems  In  accordance  wi^  procedures 
of  the  Department  and  the  Office  of 
Management  and  Budget. 

(b)  The  Pood  and  Drug  Administra¬ 
tion  shall  issue  a  notice,  in  accordance 
with  paragraph  (d)  of  this  section  and 
§  21.20(b),  of  any  change  in  a  Privacy 
Act  Record  System  which; 

(1)  Increases  the  number  or  types  of 
individuals  about  whom  records  are 
maintained; 

(2)  Expands  the  type  or  amount  of  in¬ 
formation  about  individuals  that  is 
maintained; 

(3)  Increases  the  number  of  categories 
of  agencies  or  other  persons  who  may 
have  access  to  those  records; 

(4)  Alters  the  manner  in  which  the 
records  are  organized  so  as  to  cStiange  the 
nature  or  scope  of  those  records,  such  as 
the  combining  of  two  or  more  existing 
systems; 

(5)  Modifies  the  way  in  which  the  sys¬ 
tem  operates  or  its  location(s)  in  a  man¬ 
ner  that  alters  the  process  by  which  in¬ 
dividuals  can  exercise  their  rights  under 
this  part,  such  as  the  ways  in  which  they 
seek  access  or  request  amendment  of  a 
record;  or 

(6)  Changes  the  equipment  configura¬ 
tion  on  which  the  system  is  operated  so 
as  to  create  the  potential  for  greater 
access,  such  as  adding  a  telecommunica¬ 
tions  capability. 

(c)  The  Focxl  and  Drug  Administra¬ 
tion  shall  issue  a  notice  of  its  intention 
to  establish  new  Privacy  Act  Record  Sys¬ 
tems  in  accordance  with  paragraph  (d* 
of  this  section  and  §  21.20(b) . 

(d>  Notices  under  paragraphs  (b)  and 
(c)  of  this  section  shall  be  published 
in  the  Federal  Register  for  comment  at 
least  30  days  prior  to  implementation 


of  the  proposed  changes  or  establish¬ 
ment  of  new  systems.  Interested  persons 
shall  have  the  opportunity  to  submit 
written  data,  views,  or  arguments  on 
such  proposed  new  uses  or  systems. 

Subpart  C — Requirements  for  Specific 
Categories  of  Records 

§  2  I  ..30  l{f€-ordti  of  conlraclors. 

(a)  Systems  of  records  that  are  re¬ 
quired  to  be  operated,  or  as  a  matter  of 
practical  necessity  must  be  operated,  by 
contractors  to  accomplish  Pood  and  Drug 
Administration  functions,  from  which 
information  is  retrieved  by  individual 
names  or  other  personal  identifiers,  may 
be  subject  to  the  provisions  of  this  part. 
If  the  contract  is  agreed  to  mi  or  after 
September  27,  1975,  the  criminal  penal¬ 
ties  set  forth  in  5  U.S.C.  552a(l)  are  ap¬ 
plicable  to  such  contractor,  and  any  em¬ 
ployee  of  such  contractor,  for  disclosures 
prohibited  in  §  21.71  or  for  maintenance 
of  a  system  of  records  without  notice  as 
required  in  §  21.20. 

(b)  A  contract  is  considered  to  accom¬ 
plish  a  Food  and  Drug  Administration 
function  if  the  proposal  or  activity  it 
supports  is  principally  operated  on  be¬ 
half  of  and  is  under  the  direct  manage¬ 
ment  of  the  Pood  and  Drug  Administra¬ 
tion.  Systems  of  records  from  which  in¬ 
formation  is  retrieved  by  individual 
name^  or  other  personal  identifiers  and 
that  are  operated  under  contracts  to  ac¬ 
complish  Food  and  Drug  Administration 
functions  are  deemed  to  be  maintained 
by  the  agency  and  shall  be  subject  to 
the  procedures  and  requirements  of  this 
part. 

(c)  A  contract  is  not  considered  to  ac¬ 
complish  a  Food  and  Drug  Administra¬ 
tion  function  if  the  program  or  activity 
it  supports  is  not  principally  operated  on 
behalf  of,  or  is  not  under  the  direct  man¬ 
agement  of,  the  F(X)d  and  Drug  Admin¬ 
istration.  For  example,  this  part  does  not 
apply  to  systems  of  records: 

(1)  Operated  under  contract  with  the 
Focxl  and  Drug  Administration  by  State 
or  l(H;al  government  agencies,  or  organ¬ 
izations  representing  such  agencies, 
when  such  agencies  or  organizations  are 
also  performing  State  or  local  govern¬ 
ment  functions. 

(2)  Operated  by  contractors  with  the 
Fcxxi  and  Drug  Administration  by  indi¬ 
viduals  or  organizations  whose  primary 
function  is  delivery  of  health  services, 
such  as  hospitals,  physicians,  pharma¬ 
cists.  and  other  health  professionals,  and 
that  report  information  concerning 
products,  e.g.,  injuries  or  product  defects, 
to  the  Food  and  Drug  Administration. 
Before  such  contractors  submit  informa¬ 
tion  to  the  Fcxxi  and  Drug  Administra¬ 
tion.  the  names  and  other  personal  iden¬ 
tifiers  of  patients  or  research  subjects 
in  any  medical  or  similar  report,  test, 
study,  or  other  research  project  shall  be 
deleted,  unless  the  contract  provides 
otherwise.  If  the  Fcxxi  and  Drug  Ad¬ 
ministration  subsequently  needs  the 
names  of  such  individuals,  a  separate 
reauest  will  be  made. 

(3»  Relating  to  individuals  whom  the 
contractor  employs,  or  with  whom  the 
contractor  otherwise  deals,  in  the  cour.se 


of  providing  gcxxls  and  services  to  the 
F(X)d  and  Drug  Administration. 

(4)  Operated  under  grants. 

(d)  The  requirements  of  this  part  shall 
apply  when  a  contractor  who  operates  a 
system  of  records  not  subject  to  this 
part  reports  to  the  Fcxxi  and  Drug  Ad¬ 
ministration  information  that  is  a  sys¬ 
tem  of  records  about  incilviduals  from 
which  personal  information  is  retrieved 
by  names  or  other  personal  identifiers. 
Where  the  information  would  be  a  new' 
Privacy  Act  Record  System,  or  a  change 
in  an  existing  Privacy  Act  Record  System 
of  a  type  described  in  §  21.21,  the  Fcxxi 
and  Drug  Administration  shall  comply 
with  the  requirements  of  §  21.21. 

(e)  The  Focxl  and  Drug  Administra¬ 
tion  will  review  all  contracts  before 
award  to  determine  whether  operation 
of  a  system  from  which  information  is 
retrieved  by  individual  names  or  other 
personal  identifiers  will  be  required  of 
the  contractor,  by  the  terms  of  the  con¬ 
tract  or  as  a  matter  of  practical  neces¬ 
sity.  If  such  operation  will  be  required, 
the  solicitation  and  contract  shall  include 
the  following  clause,  or  a  clause  of 
similar  effect: 

Whenever  the  contractor  w  any  of  his 
employees  is  required  by  this  contract  to 
operate  a  system  of  records  from  which  In¬ 
formation  is  retrieved  by  IncUvidual  names 
or  other  personal  Identifiers  In  order  to  ac¬ 
complish  a  Food  and  Drug  Administration 
function,  the  contractor  and  every  employee 
Is  considered  to  be  an  employee  of  the  Food 
and  Drug  Administration  and  shall  operate 
such  system  of  records  In  accordance  with 
the  Privacy  Act  of  1974  (6  U.S.C.  662|i),  regu¬ 
lations  of  the  Food  and  Drug  Administra¬ 
tion  in  21  CFR  Part  21,  and  rules  of  conduct 
that  apply  to  Food  and  Drug  Administration 
employees  who  work  with  such  systems  of 
records.  The  contractor  and  his  employees 
are  subject  to  the  criminal  penalties  set 
forth  in  6  U.S.C.  652a(l)  for  violations  of  the 
Privacy  Act. 

§  21.31  Records  stored  by  die  General 
.*serviees  .\dntinistralion  and  archival 
re<-ords. 

(a)  Food  and  Drug  Administration 
records  that  are  stored,  processed,  and 
serviced  by  the  General  Services  Admin¬ 
istration  in  accordance  with  44  U.S.C. 
3103  shall  be  considered  to  be  maintained 
by  the  Food  and  Drug  Administration. 
The  (jieneral  Services  Administration 
shall  not  disclose  the  record  except  to 
authorized  Pood  and  Drug  Administra¬ 
tion  employees. 

(b)  Each  Food  and  Drug  Administra¬ 
tion  record  pertaining  to  an  identifiable 
individual  that  was  transferred  to  the 
National  Archives  of  the  United  States 
as  a  record  determined  by  the  National 
Archives  to  have  sufficient  historical  or 
other  value  to  warrant  its  ^continued 
preservation  shall  be  considered  to  be 
maintained  by  the  National  Archives  and 
shall  not  be  subject  to  the  provisions  of 
this  part. 

§  21.32  I’erxiniu'l  r«'eord>. 

(a'  Present  and  former  Food  and 
Drug  Administration  employees  desiring 
acces.s  to  personnel  records  about  them¬ 
selves  should  consult  system  notices 
applicable  to  the  agency’s  personnel  rec¬ 
ords  that  are  published  by  the  Civil 


§  21.21  Change^  in  systems  and  new  sys¬ 
tems. 
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Service  Commission  and  tlie  Department 
as  wen  as  any  noCloe  Issued  by  the  Food 
and  Drag  Admlnlstratkm. 

(b) (1)  The  procedtires  of  the  CtvU 
Service  C(Hnmlsslon  at  5  Cm  Parts  293. 
294.  and  297.  rather  than  the  procedures 
In  i  21 and  Subparts  D  through  P  ot 
thi*  part,  govern  systems  ot  personnel 
records  about  Food  and  Drug  Adminis¬ 
tration  employees  that  are  subject  to 
notices  published  by  the  C(Hnmisslon. 
l.e.,  systems  that: 

(1)  The  C(xnmlsslon  maintains. 

(II)  Are  maintained  by  the  Division 
of  Personnel  Management,  Food  and 
Drug  Administration. 

(III)  Are  maintained  by  Department 
Reglcmal  Offices,  concerning  field  em¬ 
ployees. 

(2)  The  Commission’s  procedures  may. 
If  necessary,  be  supplanoited  In  the 
Food  and  Drug  Administration  Staff 

Guide.  Current  Food  and  Drug 
Administration  employees  should  mall  or 
deliver  written  requests  under  the 
Privacy  Act  for  access  to  personnel  rec¬ 
ords  described  In  this  paragraph  to  the 
Commission  In  accordance  with  5  CFR 
297.106.  the  Director.  Division  of  Person¬ 
nel  Management  (HFA-400),  Food  and 
Drug  Administration.  5600  Fleers  Lane. 
Rockville,  MD  20857,  or  the  persoimel 
officer  In  the  servicing  HEW  Regional 
Personnel  Office.  An  employee  may  con¬ 
sult  with  or  direct  his  request  to  the  roA 
Privacy  Coordinator  (HJTC-IS) .  Requests 
for  access  to  personnel  records  of  former 
employees  that  are  located  In  Federal 
records  centers  should  be  directed  to  the 
CcMnmlsslon.  Requests  under  the  Privacy 
Act  for  Amendment  of  personnel  records 
should  be  directed  to  these  same  officials 
who  are  responsible  for  access  to  person¬ 
nel  records  under  this  paragraph. 

(3)  With  respect  to  records  subject  to 
paragraph  (b)(1)  of  this  section: 

(1)  Refusal  to  grant  access  to  a  record 
or  refusal  to  amend  a  record  upon  re¬ 
quest  of  an  employee,  shall  only  be  made 
^  the  Associate  Commissioner  for  A&- 
ministration  or  his  designate;  and 

(U)  Appeals  of  refusals  under  para¬ 
graph  (b)  (3)  (1)  of  this  section  may  be 
made  to  the  Civil  Service  Commission 
In  accordance  with  5  CFR  297.108(g)  (3) 
and  297.113(b). 

(c)  Any  other  Privacy  Act  Record 
Systems  that  contain  personnel  records, 
or  records  that  otherwise  concern  agency 
employees,  that  are  maintained  by  offices 
of  the  Food  and  Drug  Administration 
rather  than  the  Division  of  Personnel 
Management  but  which  are  not  .subject 
to  the  Department’s  notice  for  personnel 
records  In  operating  offices  are  subject 
to  this  part,  except  that  refusals  imder 
this  part  to  grant  access  to  or  amend 
records  about  present  or  former  em¬ 
ployees  shall  be  made  by  the  Associate 
Commissioner  for  Administration  rather 
than  the  Associate  Commissioner  for 
Compliance. 

(d)  ’The  following  procedures  shall 
govern  requests  under  the  Privacy  Act  for 
personnel  records  that  are  maintained 
by  the  operating  offices  of  the  Pood  and 
Drug  Administration  In  which  employees 
work: 


(1)  An  employee  shall  vgpaa  request  be 
told  whether  records  about  him  are 
maintained.  An  cmploiree  diall  be  given 
access  to  records  about  hlinsdf  that  are 
subject  to  this  paragraph  In  response 
to  an  oral  or  written  request  and 
through  lnf(»mai  procedures,  rather 
than  the  procedures  specified  In  iS  21.40 
through  21.43. 

(2)  Employee  ld«itlty  may  be  verified. 
If  necessary,  by  an  TOA  ED  csu’d  rather 
than  In  accordance  with  i  21.44. 

(3)  Generally  no  fee  shall  be  charged 
for  records  Requested  under  this  para¬ 
graph.  However,  In  cases  where  the  rec¬ 
ords  requested  are  voluminous,  a  fee  may 
be  charged  In  accordance  with  i  21.45. 

(4)  Records  that  are  subject  to  this 
paragraph  shall  be  available  for  access  to 
an  Individual,  except  to  the  extent  that 
access  Is  refused  by  the  Associate  Com¬ 
missioner  for  Administration  or  his  des¬ 
ignate  on  the  ground  that  the  record  Is 
subject  to  an  ex«nptlon  under  S  21.61  or 
5  CFR  297.111. 

(5)  Requests  under  the  Privacy  Act 
for  amendment  of  records  subject  to  this 
paragraph  should  be  directed  to  the  Di¬ 
rector,  Division  of  Personnel  Manage¬ 
ment  (HPA-400).  Such  requests  shall  be 
reviea’ed  In  accordance  with  Subpart  E 
of  this  part.  Refusal  to  amend  a  record 
subject  to  this  paragraph  (d)(5)  shall 
only  be  made  by  the  Associate  Commis¬ 
sioner  for  AdmlnlsUatlon  or  his  desig¬ 
nate. 

(6)  Appeals  of  refusals  under  para¬ 
graph  (d)  (4)  or  (5)  of  this  section  may 
be  made  to  the  Commissioner  of  Food 
and  Drugs,  except  where  the  Associate 
Commissioner  for  Administration  or  his 
designate  Indicates  with  his  refmal  that 
the  appeal  should  be  made  to  the  Civil 
Service  Commission. 

(7)  Disclosures  of  records  subject  to 
this  paragraph  are  subject  to  Subpart  G 
of  this  part. 

§  21.33  Mfdu'ul  ro«'ortl8. 

(a)  In  general,  an  Individual  Is  en¬ 
titled  to  have  access  to  any  medical  rec¬ 
ords  about  himself  In  Privacy  Act  Record 
Systems  maintained  by  the  Food  and 
Drug  Administration. 

(b)  The  Food  and  Drug  Administra¬ 
tion  may  apply  the  following  special 
procedures  In  disclosing  medical  records 
to  an  Indhidual: 

(1)  The  agency  may  review  the  rec¬ 
ords  to  determine  whether  disclosure  of 
the  record  to  the  indlvldiial  who  Is  the 
subject  of  the  records  might  have  an  ad¬ 
verse  effect  on  him.  If  It  Is  determined 
that  disclosure  Is  not  likely  to  have  an 
adverse  effect  on  the  individual,  the  rec¬ 
ord  shall  be  disclosed  to  him.  If  It  Is  de¬ 
termined  that  disclosure  Is  very  likely  to 
have  an  adverse  effect  on  the  individual, 
he  may  be  requested  to  designate.  In 
writing,  a  representative  to  whom  the 
record  shall  be  disclosed.  Such  repre¬ 
sentative  may  be  a  physician,  other 
health  professional,  or  other  responsible 
person  who  would  be  willing  to  review  the 
record  and  discuss  It  with  the  individual. 

(2)  ’The  availability  of  the  record  may 
be  subject  to  any  procedures  for  dis¬ 
closure  to  an  Individual  of  medical  rec¬ 


ords  about  undor  Part  20  of  this 

chapter.  In  addition  to  or  In  lieu  of  the 
procedures  In  paragraph  (b)  (1) ,  that  are 
not  Inconsistent  witti  1 21.41(f). 

Subpart  D — Procedures  for  Notification  of 

and  Access  to  Records  in  Privacy  Act 

Record  ^tems 

§  21.40  Proredurrs  for  submitting  re¬ 
quests  for  notification  and  access. 

(a)  An  Individual  may  request  that 
the  Food  and  Drug  Administration  no¬ 
tify  him  whether  a  Privacy  Act  Record 
Systnn  contains  recmrds  about  him  that 
are  retrieved  by  reference  to  his  name 
or  other  personal  Idmtlfler.  An  Individ¬ 
ual  may  at  the  same  time,  or  after  re¬ 
ceiving  notification  that  such  a  record 
about  him  exists,  request  that  he  be 
given  access  to  the  record. 

(b)  An  Individual  desiring  notification 
or  access  to  records  shall  mall  or  deliver 
a  request  for  records  In  any  Food  and 
Drug  Administration  Privacy  Act  Record 
System  to  the  FDA  Privacy  Coordinator 
(HFC-18),  Pood  and  Drug  Administra¬ 
tion.  5600  Fishers  Lane,  Rockville.  MD 
20857. 

(c)  Requests  shall  be  In  writing  and 
shall  name  the  Privacy  Act  Record  Sys¬ 
tem  (w  S3rstems  concerning  which  the 
Individual  requests  notification  of 
whether  there  are  recmxls  about  him 
that  are  retrieved  by  reference  to  his 
name  or  other  personal  Identifier.  To 
help  assure  a  prcunpt  respcmse,  an  Indi¬ 
vidual  should  Indicate  that  he  Is  making 
a  “Privacy  Act  Request’’  (m  the  envelope 
and  In  a  prominent  manner  In  the  letter. 

(d)  An  individual  who  merely  wishes 
to  be  notified  whether  a  Privacy  Act  Rec¬ 
ord  System  contains  a  record  about  him 
ordinarily  need  not  provide  any  verifica¬ 
tion  of  his  Identity  other  than  his  name. 
’The  mere  fact  that  the  Food  and  Drug 
Administration  has  a  record  about  an 
individual  In  any  of  Its  Privacy  Act  Rec¬ 
ords  Systems  woiild  not  be  likely  to  con¬ 
stitute  a  clearly  unwarranted  Invasion 
of  persmial  privacy.  Where  mere  disclo¬ 
sure  of  the  fact  that  a  record  about  the 
Individual  exists  would  be  a  clearly  un¬ 
warranted  Invasion  of  personal  privacy, 
further  verification  of  the  Identity  of  the 
individual  shall  be  reqiilred. 

(e)  An  Individual  who  requests  that 
he  be  given  access  to  a  copy  of  records 
about  himself,  U  any  exist,  should  In¬ 
dicate  whether  he  prefers  (1)  to  have 
c(^ies  of  any  such  records  mailed  to  him 
In  accordance  with  i  21.43(a)  (1).  which 
may  Involve  a  fee  under  S  21.45.  Including 
Information  to  verify  his  Identity  under 
S  21.44  or  (2)  to  use  the  procedures  for 
access  in  person  under  S  21.43(a)  (2). 

(f)  A  request  for  notification  and  ac¬ 
cess  may  be  submitted  under  this  sub¬ 
part  concerning  any  Privacy  Act  Record 
System  that  Is  exempt  imder  §  21.61.  as 
Indicated  In  the  notice  for  the  system. 
An  Individual  seeking  access  to  records 
under  $  21.65(b)  (2)  to  Investigatory  rec¬ 
ords  compiled  for  law  enforcement  pur¬ 
poses  other  than  criminal  law  enforce¬ 
ment  purposes  should  submit  a  descrip¬ 
tion  of  the  right,  benefit,  ot  priv¬ 
ilege  that  he  believes  he  was  denl^  as 
the  result  of  the  Food  and  Drug  Admin¬ 
istration’s  maintenance  of  the  records. 
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Where  the  system  Is  exempt  imder 
§  21.61,  and  access  to  Uie  requested  rec¬ 
ords  is  not  granted  imder  S  21.65.  the 
request  shall  be  handled  imder  the  pro¬ 
visions  of  Part  20  of  this  chapter  (the 
public  information  regulations) . 

(g)  The  Public  Records  and  Docu¬ 
ments  Center  shall  maintain  and  make 
available  copies  of  the  forms  (OP-203, 
Privacy  Act  Request  forms)  to  assist  In¬ 
dividuals  in  fijing  requests  under  §  21.40. 

§  21.1!  of 

(a)  An  individual  or  his  guardian 
under  §  21.75  shall  not  be  required  to 
show  any  justification  or  need  to  obtain 
notification  under  §  21.42  or  access  to  a 
record  under  §  21.43. 

<b)  The  Food  and  Drug  Administra¬ 
tion  will  determine  whether  a  request  by 
an  individual  for  records  about  himself 
is  appropriately  treated  as  a  request 
under  this  subpart,  or  under  the  provi¬ 
sions  of  Part  20  of  this  chapter  (the  pub¬ 
lic  information  regulations),  or  both. 
Where,  appropriate,  the  Food  and  Drug 
Administration  will  consult  W'ith  the  in¬ 
dividual  concerning  the  appropriate 
treatment  of  the  request. 

(c)  The  FDA  Privacy  Coordinator 
(HFC-18)  in  the  Public  Records  and 
Documents  Center  shall  be  responsible 
for  the  handling  of  Privacy  Act  requests 
received  by  the  Food  and  Drug  Adminis¬ 
tration.  Requests  mailed  or  delivered  to 
any  other  office  shall  be  promptly  redi¬ 
rected  to  the  FDA  Privacy  Coordinator. 
Where  this  procedure  would  unduly  de¬ 
lay  the  agency’s  response,  however,  the 
agency  employee  who  received  the  re¬ 
quest  should  consult  wdth  the  FDA  Pri¬ 
vacy  Coordinator  and  obtain  advice  as  to 
whether  the  employee  can  respond  to  the 
request  directly. 

(d)  Upon  receipt  of  a  request  by  the 
FDA  Privacy  Coordinator,  a  record  shall 
promptly  be  made  that  a  request  has 
been  received  and  the  date. 

(e>  A  letter  in  accordance  with  §  21.42 
responding  to  the  request  for  notification 
shall  issue  as  promptly  as  possible  after 
receipt  of  the  request  by  the  Food  and 
Drug  Administration.  Upon  determina¬ 
tion  by  the  Public  Records  and  Docu¬ 
ments  Center  that  a  request  for  access  to 
records  is  appropriately  treated  as  a  re¬ 
quest  under  Part  20  rather  than  this  Part 
21,  or  under  both  parts,  the  time  limita¬ 
tions  prescribed  in  ?  21.41  of  this  chapter 
shall  apply.  In  any  case,  access  to  avail¬ 
able  records  shall  be  provided  as  prompt¬ 
ly  as  possible. 

(f)  Except  as  provided  in  §  21.32,  an 
individual’s  access  to  recwds  about  him¬ 
self  that  are  retrieved  by  his  name  or 
other  personal  identifiers  and  contained 
in  any  Privacy  Act  Record  System  may 
only  be  denied  by  the  Associate  Commis¬ 
sioner  for  Compliance  or  his  designate. 
An  individual  shall  not  be  denied  access 
to  any  record  that  is  otherwise  available 
to  him  under  this  part  except  on  the 
grounds  that  it  is  exempt  under  §  21.61 
and  not  required  to  be  disclosed  under 
$  21.65(a)  (2),  that  It  was  compiled  in 
reasonable  anticipation  of  court  litiga¬ 
tion  of  formal  administrative  proceed¬ 
ings,  or  to  the  extent  that  it  is  exempt  or 


prohibited  from  disclosure  because  it  in¬ 
cludes  a  trade  secret  or  commercial  or 
financial  information  that  is  privileged 
or  confidential  information  the  disclo¬ 
sure  of  which  would  constitute  a  clearly 
vmwarranted  invasion  of  the  personal 
privacy  of  another  individual. 

(g)  The  FDA  Privacy  Coordinator 
shall  assure  that  records  are  maintained 
of  the  number,  status,  and  dispositionnf 
requests  under  this  subpart,  including 
the  number  of  requests  for  records  ex¬ 
empt  from  access  under  this  subpart  and 
other  information  required  for  purposes 
of  the  annual  report  to  Congress  under 
the  Privacy  Act.  These  temporary  admin¬ 
istrative  management  records  shall  not 
be  considered  to  be  Privacy  Act  Record 
System-s.  All  records  required  to  be  kept 
under  this  paragraph  shall  only  include 
requesting  individuals’  names  or  personal 
identifiers  for  so  long  as  any  request 
for  notification,  access,  or  amendment  is 
pending.  The  identity  of  individuals 
making  requests  under  this  subppart 
shall  be  regarded  as  confidential  and 
shall  not  be  disclosed  under  Part  20  of 
this  chapter  (the  public  information  reg¬ 
ulations!  to  any  other  person  or  agency 
e.xcept  as  is  necessary  for  the  processing 
of  requests  under  this  subpart. 

g  21.12  lo  ^cq^le^^s. 

(a)  Tlie  PDA  shall  respond  to  an  in¬ 
dividual’s  request  for  notification  as  to 
whether  a  Privacy  Act  Record  System 
contains  records  about  him  that  are  re¬ 
trieved  by  his  name  or  other  personal 
identifier  by  sending  a  letter  under  this 
paragraph. 

(1)  If  there  are  no  records  about  the 
individual  that  are  retrieved  by  his  name 
or  other  personal  identifier  in  the  named 
Privacy  Act  Record  System,  or  the  re¬ 
quester  is  not  an  “individual”  under 
5  21.3  ■  a) ,  the  letter  shall  so  state.  Where 
appropriate,  the  letter  shall  indicate 
that  the  Food  and  Drug  Administration’s 
public  information  regulations  in  Part  20 
of  this  chapter  prescribe  general  rules 
governing  the  availability  of  information 
to  members  of  the  public,  and  that  a  re¬ 
quest  may  be  made  in  accordance  with 
Part  20  of  this  chapter  for  records  that 
are  not  retrieved  by  the  requester’s  name 
or  other  personal  identifier  from  a  Pri¬ 
vacy  Act  Record  System. 

<2»  If  there  are  records  about  the  in¬ 
dividual  that  are  retrieved  by  his  name  or 
other  personal  identifier  and  the  named 
Privacy  Act  Record  System  is  not  ex¬ 
empt  from  individual  access  and  contest 
under  §  21.61,  or  the  system  is  exempt  but 
access  Ls  allowed  or  required  under 
§  21.65,  the  letter  shall  inform  him  that 
the  records  exist  and  shall  either: 

( i )  Enclose  a  copy  of  tlie  records  under 
§  21.43(a!  (1 )  or  indicate  that  the  records 
will  be  sent  under  separate  cover,  where 
there  has  been  adequate  verification  of 
the  identity  of  the  individual  under 
§  21.44  and  the  fees  under  §  21.45  do  not 
exceed  $25,  or 

(ii)  Inform ‘the  individual  of  the  pro¬ 
cedures  to  obtain  access  to  the  records 
by  mail  or  in  person  under  §  21.43(a)  (2) , 
as  well  as  the  approximate  dates  by  which 
the  requested  records  can  be  provided  (if 


the  records  are  not  then  available),  the 
locations  at  which  access  in  person  may 
be  had,  and  the  information  need^,  if 
any,  to  verify  the  identity  of  the  individ¬ 
ual  under  §  21.44. 

(3)  If  the  named  Privacy.  Act  Record 
System  contains  records  about  the  in¬ 
dividual  that  are  retrieved  by  his  name 
or  other  personal  identifier,  and  the  sys¬ 
tem  is  exempt  from  individual  access  and 
contest  under  §  21.61  and  access  is  not  al¬ 
lowed  or  required  under  §  21.65,  the  letter 
should  inform  him  that  the  records  are 
exempted  from  access  and  contest  by 
5  21.61.  The  letter  shall  also  inform  him 
if  the  records  sought  are  not  available 
because  they  were  compiled  in  reason¬ 
able  anticipation  of  court  litigation  or 
fonnal  administrative  proceedings  or  are 
otherwise  not  available  under  §  21.41(b) . 
Where  appropriate,  the  letter  shall  also 
indicate  whether  the  records  are  avail¬ 
able  mider  Part  20  of  this  chapter  (the 
public  information  regulations) ,  and  it 
may  disclose  the  records  in  accordance 
with  Part  20. 

(4)  If  the  named  Privacy  Act  Record 
System  contains  records  about  the  in¬ 
dividual  that  are  retrieved  by  his  name 
or  other  personal  Identifier,  but  a  final 
determination  has  not  yet  been  made 
with  respect  to  disclosure  of  all  of  the 
records  covered  by  the  request,  e.g.,  be¬ 
cause  it  is  necessary  to  consult  another 
lierson  or  agency  having  an  interest  in 
the  confidentiality  of  the  records,  the 
letter  shall  explain  the  circumstances 
and  indicate  when  a  final  answer  will  be 
given. 

(b)  Except  as  provided  in  5  21.32,  ac¬ 
cess  to  a  record  may  only  be  denied  by  the 
Associate  Commissioner  for  Compliance 
or  his  designate.  If  access  to  any  record 
is  denied,  wholly  or  in  substantial  part, 
the  letter  shall  state  the  right  of  the  in¬ 
dividual  to  appeal  to  the  Commissioner 
of  Food  and  Drugs. 

(c)  If  a  request  for  a  copy  of  the 
records  will  result  in  a  fee  of  more  than 
$25,  the  letter  shall  specify  or  estimate 
the  fee  involved.  Where  the  individual 
has  requested  a  copy  of  any  records 
about  him  and  copying  the  records  would 
result  in  a  fee  of  over  $50,  the  Food  and 
Drug  Administration  shall  require  ad¬ 
vance  deposit  as  well  as  payment  of  any 
amount  not  yet  received  as  a  result  of 
any  previous  request  by  the  Individual 
for  a  record  about  himself,  under  this 
subpart  or  Part  20  of  this  chapter  (the 
public  information  regulations)  before 
the  records  are  made  available.  If  the  fee 
is  less  than  $50,  prepayment  shall  not  be 
required  unless  payment  has  not  yet  been 
received  for  records  disclosed  as  a  re¬ 
sult  of  a  previous  request  by  the  individ¬ 
ual  for  a  record  about  himself  under  this 
subpart  or  Part  20  of  this  chapter. 

§  2! .  1.3  lo  fcquosled  r«'r«»ri!.s. 

(a)  Access  may  be  granted  to  requested 
records  by : 

(1)  Mailing  a  copy  of  the  records  to 
the  requesting  individual,  or 

(2)  Permitting  the  requesting  individ¬ 
ual  to  review  the  record  in  person  be¬ 
tween  8  a  m.  and  4:30  p.m.  at  the  office 
of  the  FD.\  Privacy  Coordinator,  at  the 
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Public  Records  and  Documents  Center  at 
the  address  shown  In  S  20.30  of  this  chap¬ 
ter,  or  at  any  Food  and  Drug  Adminis¬ 
tration  field  o£Qce  listed  in  f  5.115  of  this 
chapter,  or  at  another  location  or  time 
upon  which  the  Pood  and  Drug  Adminis¬ 
tration  and  the  Individual  agree. 
Arrangements  for  such  review  can  be 
made  by  consultation  between  the  FDA 
Privacy  Coordinator  and  the  individual. 
An  individual  seeking  to  review  records 
in  person  shall  generally  be  permitted 
access  to  the  file  copy,  except  that  where 
the  records  Include  nondisclosable  in¬ 
formation,  a  copy  shall  be  made  of  that 
irartion  of  the  records,  with  the  non¬ 
disclosable  information  blocked  out. 
Where  the  individual  is  not  given  a 
copy  of  the  record  to  retain,  no  charge 
shall  be  made  for  the  costs  of  copying  a 
record  to  make  it  available  to  an  individ¬ 
ual  who  reviews  a  record  in  person  under 
this  paragraph. 

(b)  An  individual  may  request  that  a 
record  be  disclosed  to  or  discussed  in  the 
presence  of  another  individual,  such  as 
an  attorney.  The  individual  may  be  re¬ 
quired  to  furnish  a  written  statement  au¬ 
thorizing  the  disclosure  or  discussion  in 
such  other  individual’s  presence. 

(c)  Ihe  Pood  and  Drug  Administra¬ 
tion  will  make  every  reasonable  effort  to 
assure  that  records  made  available  under 
this  section  can  be  understood  by  the  in¬ 
dividual,  such  as  by  providing  an  oral 
or  written  explanation  of  the  records. 

§  21.44  Vorifioatioii  of  idciililv. 

(a)  An  individual  seeking  access  to 
records  in  a  Privacy  Act  Record  Syst«n 
may  be  required  to  comply  with  reason¬ 
able  requirements  to  enable  the  Food 
and  Drug  Administration  to  determine 
his  identity.  The  identification  required 
.shall  be  suitable  considering  the  nature 
of  the  records  sought.  No  identification 
shall  be  required  to  receive  access  to  in¬ 
formation  that  is  required  to  be  dis¬ 
closed  to  any  member  of  the  public  un¬ 
der  Part  20  of  this  chapter  «the  public 
Information  regulations) . 

(b)  An  individual  who  appears  in  per¬ 
son  for  access  to  records  about  himself 
shall  be  required  to  provide  at  least  one 
document  to  identify  himself,  e.g.,  driv¬ 
er’s  license,  passport,  or  alien  or  voter 
registration  card  to  verify  his  identity.  If 
an  individual  does  not  have  any  such 
document  or  requests  access  to  records 
about  himself  without  appearing  in  per¬ 
son  under  circiimstances  in  which  his 
identity  cannot  be  verified  from  the  re¬ 
quest  itself,  he  shall  be  required  to  cer¬ 
tify  in  writing  that  he  i.s  the  Individual 
he  claims  to  be  and  that  he  understands 
that  the  knowing  and  willful  request  for 
or  acquisition  of  a  record  pertaining  to 
an  individual  under  false  pretenses  is  a 
criminal  offense  subject  to  a  $5,000  fine. 

(c)  In  msdeing  requests  imder  §  21.75, 
a  parent  of  a  minor  child  or  legal  g\iard- 
ian  of  an  inc(xnpetent  individual  may  be 
required  to  verify  his  relationship  to  the 
minor  child  or  the  incompetent  individ¬ 
ual,  in  addition  to  verifying  his  own 
identity,  by  providing  a  cf^iy  of  the 
minor's  birth  certificate,  a  court  order, 
or  other  evidence  of  guardian.ship. 


<d)  Where  an  individual  sedts  access 
to  particularly  sensitive  reemnds.  such  as 
medical  records,  the  Indivldustl  may  be 
required  to  provide  additlcmal  informa¬ 
tion  beyond  that  specified  in  paragraph 
(b)  or  <c)  of  this  section,  such  as  the  in¬ 
dividual’s  years  of  attendance  at  a  par¬ 
ticular  educational  institution,  rank  at¬ 
tained  in  the  uniformed  services,  date  or 
place  of  birto,  names  of  parents,  an  oc¬ 
cupation,  or  the  specific  times  the  indi¬ 
vidual  received  medical  treatment. 

§  21.4.’i  F«*e*. 

(a)  Where  applicable,  fees  for  copying 
records  shall  be  charged  in  accordance 
with  the  schedule  set  forth  in  this  sec¬ 
tion.  Fees  may  only  be  charged  where 
an  individual  has  requested  that  a  copy 
be  made  of  a  record  to  which  he  is 
granted  access.  No  fee  may  be  charged 
for  making  a  search  of  a  Privacy  Act 
Record  System  whether  the  search  is 
manual,  mechanical,  or  electronic.  Where 
a  copy  of  4he  record  must  be  made  to 
provide  access  to  the  record,  e.g.,  com¬ 
puter  printout  where  no  screen  reading 
is  available,  the  copy  .shall  be  made  avail¬ 
able  to  the  individual  without  cost.  Where 
a  medical  record  is  made  available  to  a 
representative  de.^ignated  by  the  indi¬ 
vidual  under  §  21.33,  no  fee  will  be 
charged. 

(b)  'The  fee  schedule  is  as  follows: 

(1)  Copying  of  records  susceptible  to 
photocopying — $.10  per  page. 

(2)  Copying  of  records  not  susceptible 
to  photocopying,  e.g.,  punch  card.s  or 
magnetic  tapes — at  actual  cost  to  be  de- 
tei'mined  on  a  case-by-case  basis. 

<^3)  No  charge  will  be  made  if  the  total 
amount  of  copying  for  an  individual  does 
not  exceed  $25. 

(c)  When  a  fee  is  to  be  a.s.sessed.  the 
Individual  shall  be  notified  prior  to  the 
processing  of  the  copies,  and  be  given  an 
opportunity  to  amend  his  request.  Pay¬ 
ment  shall  be  made  by  check  or  money 
order  made  payable  to  the  “Food  and 
Drug  Administration,’’  and  shall  be  sent 
to  the  Accounting  Operations  Branch 
(HFA-210),  Food  and  Drug  Administra¬ 
tion,  5600  Fishers  Lane,  Rockville,  MD 
20857,  Advance  deposit  shall  be  required 
where  the  total  amount  exceeds  $50. 

Subpart  E — Procedures  for  Requests  for 
Amendment  of  Records 

§  2 1  ..»0  ProcedureA  for  xubniitting  «■- 
qut-^ls  for  amriidnieni  of  rt^oord^. 

(a)  An  individual  who  received  access 
to  a  rec<H‘d  about  himself  under  Subpart 
D  of  this  part  may  request  that  the  rec¬ 
ord  be  amended  if  he  believes  that  the 
record  or  an  item  of  information  is  not 
accurate,  relevant  to  a  Food  and  Drug 
Administration  purpose,  timely,  or  com¬ 
plete. 

(b)  Amendments  imder  this  .subpart 
shall  not  violate  existing  statute,  regula¬ 
tion,  or  administrative  procedure. 

(1)  This  subpart  does  not  permit  al¬ 
teration  of  evidence  presented  in  the 
course  of  judicial  proceedings  or  Food 
and  Drug  Administration  adjudicatory 
or  rule  making  proceedings  or  collateral 
attack  upon  that  which  has  alreac^  been 
the  subject  of  any  such  proceedings. 


(2)  If  the  accuracy,  relevancy,  time¬ 
liness,  or  completeness  of  the  records 
may  be  contested  in  any  other  pending  or 
Imminent  agency  proceeding,  the  Food 
and  Drug  Administration  may  refer  the 
individual  to  the  other  proceeding  as  the 
appropriate  means  to  obtain  relief.  If  the 
accuracy,  relevance,  timeliness,  or  com¬ 
pleteness  of  a  rec(M^  is,  or  has  been,  an 
issue  in  another  agency  proceeding,  the 
request  under  this  section  shall  be  dis¬ 
posed  of  in  accordance  with  the  decision 
in  the  other  proceeding,  absent  unusual 
circiunstances. 

to)  Requests  to  amend  records  shall  be 
submitted,  in  writing,  to  the  FDA  Pri¬ 
vacy  Coordinator  in  accordance  with 
S  21.40(b) .  Such  requests  shall  include  in¬ 
formation  sufficient  to  enable  the  Food 
and  Drug  Administration  to  locate  the 
record,  a  brief  description  of  the  items 
of  information  requested  to  be  amended, 
and  the  reasons  why  the  record  should  be 
amended  together  with  any  appropriate 
documentation  or  arguments  in  support 
of  the  requested  amendment.  An  ^ited 
copy  of  the  record  showing  the  described 
amendment  may  be  Included.  Verifica¬ 
tion  of  identity  should  be  provided  in 
accordance  with  S  21.44. 

<d)  Written  acknowledgement  of  tlie 
receipt  of  a  request  to  amend  a  record 
.shall  be  provided  within  10  working  days 
to  tlie  individual  who  requested  the 
amendment.  Such  acknowledgement  may 
request  any  additional  information 
ne^ed  to  verify  identity  or  make  a  de¬ 
termination.  No  acknowledgement  need 
be  made  if  the  request  can  be  reviewed, 
processed,  and  the  individual  notified  of 
the  agency’s  agi’eemcnt  with  the  request 
or  refu.sal  within  the  10-day  period. 

S  2 1 .5 1  lo  for  aiix'iiW- 

nifiil  of  rcconiM. 

<a)  The  Food  and  Drug  Administra¬ 
tion  shall  take  one  of  the  following  ac¬ 
tions  on  a  request  for  amendment  of  rec¬ 
ords  as  promptly  as  possible: 

(1)  Amend  any  portion  of  the  record 
which  the  agency  has  determined,  based 
upon  a  preponderance  of  the  evidence,  is 
not  accurate,  relevant  to  a  Food  and 
Drug  Administration  purpose,  timely,  or 
complete,  and,  in  accordance  with  para¬ 
graph  (d)(3)  of  this  section,  inform  the 
individual  and  previous  recipients  of  the 
record  that  has  been  amended  of  the 
amendment. 

<2)  Inform  the  individual  of  its  refusal 
to  amend  any  portimi  of  the  record  in 
the  manner  requested,  the  reason  for  the 
refusal,  and  the  opportunity  for  admin¬ 
istrative  appeal  to  the  Commissioner  of 
Food  and  Drugs.  Except  as  provided  in 
S  21.32,  such  refusal  may  only  be  issued 
by  the  Associate  Conunissioner  for  Com¬ 
pliance  or  his  designate. 

(3)  Where  another  agency  was  the 
source  of  and  has  control  of  the  record, 
refer  the  request  to  that  agency. 

(b)  The  agency  may.  for  good  cause, 
extend  the  period  for  taking  action  an 
additional  30  working  dajrs  if  notice  is 
provided  to  the  individual  explaining  the 
circumstances  of  the  delay. 

(c)  The  officials  charged  with  review¬ 
ing  a  record  to  determine  how  to  respond 
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to  a  Request  to  amend  It,  shall  assess  Its 
accuracy,  relevance  to  a  Food  and  Drug 
Administration  purpose,  timeliness,  or 
ccmipleteness.  The  determination  shall 
be  made  in  the  light  of  the  purpose  for 
which  the  records  or  system  is  used,  the 
agency’s  need  for  the  record,  and  the 
possible  adverse  consequences  to  the  in¬ 
dividual  from  the  record  if  not  amended. 
Whenever  the  Food  and  Drug  Adminis¬ 
tration  receives  a  request  for  deletion  of 
a  record,  or  portions  of  a  record,  it  shall 
consider  anew  whether  the  contested  in¬ 
formation  in  the  record  is  relevant  and 
necessary  to  a  Food  and  Drug  Adminis¬ 
tration  purpose. 

(d)  If  the  Food  and  Drug  Adminis¬ 
tration  agrees  with  an  individual’s  re¬ 
quest,  it  shall  take  the  following  actions : 

(1)  So  Inform  the  individual  in  writ¬ 
ing. 

(2)  In  accordance  with  statute,  regu¬ 
lation,  OT  procedure,  amend  the  record 
to  make  it  accurate,  relevant  to  a  Food 
and  Drug  Administration  purpose, 
timely,  or  complete,  making  note  of  the 
date  and  fact  of  the  amendment. 

(3)  If  an  accounting  was  made  under 
S  21.71(d)  of  a  disclosure  of  the  record 
under  5  21.71(a),  provide  a  copy  of  the 
record  as  amended,  to  all  previous  recip¬ 
ients  of  the  record. 

§  21.52  Administrative  appeals  of  refus¬ 
als  to  amend  records. 

(a)  If  an  individual  disagrees  with  a 
refusal  under  5  21.51(a)  (2)  to  amend  a 
record,  he  may  appeal  that  refusal  to  the 
Commissitmer  of  Food  and  Drugs,  Rm. 
14-81,  5600  Fishers  Lane,  Rockville,  MD 
20857. 

(b)  If,  up<m  appeal,  the  Commissioner 
upholds  the  refusal  to  amend  the  record 
as  requested,  he  shall  inform  the  indi¬ 
vidual: 

(1)  Of  his  decision  and  the  reasor,s 
for  it. 

(2)  Of  the  individual’s  right  to  ^e  with 
the  FV>od  and  Drug  Admlnlstiation  a 
concise  statement  of  the  individual’s 
reasons  for  disagreeing  with  the  agency’s 
decision  not  to  amend  the  record  as 
requested. 

(3)  That  the  statemoit  of  disagree¬ 
ment  win  be  made  available  to  all  per¬ 
sons  listed  in  an  accounting  as  having 
previously  received  the  record  and  any 
person  to  whom  the  record  is  subse¬ 
quently  disclosed  together  with,  in  the 
discretion  of  the  Food  and  Drug  Admin¬ 
istration,  a  brief  statement  siunmarizing 
its  reasons  for  refusing  to  am^d  the 
record.  Any  individual  who  includes  false 
Information  in  the  statement  of  disagree¬ 
ment  filed  with  the  Food  and  Drug  Ad¬ 
ministration  may  be  subject  to  penalties 
imder  18  U.S.C.  1001,  the  False  Reports 
to  the  Government  Act. 

(4)  That  the  individual  has  a  right  to 
seek  judicial  review  of  the  refusal  to 
amend  the  record. 

(c)  If  the  Commissioner  (m  adminis¬ 
trative  appeal  or  a  court  on  judicial  re¬ 
view  determines  that  the  record  should 
be  amended  in  accordance  with  the  in¬ 
dividual’s  request,  the  Food  and  Drug 
Administration  shall  proceed  in  accord¬ 
ance  with  5  21.51(d) . 


(d)  A  final  determination  (a  the  indi¬ 
vidual’s  administrative  aiAeal  of  the  ini¬ 
tial  refusal  to  amend  the  record  shall  be 
concluded  within  30  working  days  of  the 
request  for  such  review  imder^iaragraph 

(a)  of  this  section,  unless  the  Commis¬ 
sioner  extends  such  period  for  good  cause 
and  informs  the  individual  in  writing  of 
the  reasons  for  the  delay  and  of  the  ap¬ 
proximate  date  on  which  a  declsicm  of 
the  appeal  can  be  expected. 

§  21.5.3  IVotution  and  di:<rIoMire  of  dis¬ 
puted  records. 

When  an  individual  has  filed  a  state¬ 
ment  of  disagreement  imder  5  21.52(b) 

(2),  the  Food  and  Drug  Administration 
shall: 

(a)  Mark  any  portion  of  the  record 
that  is  disputed  to  assure  that  the  record 
will  clearly  show  that  portion  is  disputed 
whenever  the  record  is  disclosed. 

(b)  In  any  subsequent  disclosure  under 
5  21.70  or  5  21.71(a),  provide  a  copy  of 
the  statement  of  disagreemqpt  and,  if  the 
Food  and  Drug  Administration  deems  it 
appropriate,  a  concise  statement  of  the 
agency’s  reasons  for  not  making  the 
amendment(s)  requested.  While  the  in¬ 
dividual  shall  have  access  to  any  such 
statement,  it  shall  not  be  subject  to  a 
request  for  amendment  under  5  21.50. 

(c)  If  an  accounting  was  made  under 
5  21.71(d)  and  (e)  of  a  disclosure  (tf  the 
record  under  5  21.71  (a) ,  provide  to  all 
previous  recipients  of  the  record  a  copy 
of  the  statement  of  disagreemrat  and  the 
agency  statement,  if  any. 

§  21.54  Amended  or  disputcnl  records  re¬ 
ceived  from  other  agencies. 

Whenever  the  Food  and  Drug  Admin¬ 
istration  is  notified  that  a  record  that 
it  received  from  another  agency  was 
amended  or  is  the  subject  of  a  statement 
of  disagreement,  the  Food  and  Drug 
Administration  shall: 

(a)  Discard  the  record,  or  clearly  note 
the  amendment  or  the  fact  of  disagree¬ 
ment  in  its  copy  of  the  record,  and 

(b)  Refer  persons  who  subsequently 
request  the  record  to  the  agency  that 
provided  It, 

(c)  If  an  accounting  was  made  under 
5  21.71  (d)  and  (e)  of  the  disclosure  of 
the  record  under  5  21.71(a),  Inform  all 
previous  recipients  of  the  record  about 
the  am^dment  or  provide  to  them  the 
statement  of  disagreement  and  the 
agency  statement,  if  any. 

Subpart  F — Exemptions 
§  21.60  Policy. 

It  is  the  policy  of  the  Food  and  Drug 
Administration  that  record  systems 
should  be  exempted  from  the  Privacy 
Act  only  to  the  extent  essential  to  the 
performance  of  law  enforcement  func¬ 
tions  under  the  laws  that  are  adminis¬ 
tered  and  enforced  by  the  Food  and  Drug 
Administration  or  that  govern  the 
agoicy, 

§  21.61  Exempt  systems. 

(a)  Investigatory  records  compiled  for 
law  ^orcement  purposes,  including 
criminal  law  enforcement  purposes,  in 
the  Food  and  Drug  Administration  Pri¬ 


vacy  Act  Recm'd  Systems  listed  in  para¬ 
graph  (b)  of  this  section  are  exempt 
from  the  following  provisions  of  the  Pri¬ 
vacy  Act  (5  U.S.C.  552a)  and  of  this  part: 

(1)  Such  records  are  exempt  from  5 
U.S.C.  552a(c)(3)  and  5  21.71(e)(4),  re¬ 
quiring  that  an  individual  be  provided 
with  the  accounting  of  disclosures  of  rec¬ 
ords  about  himself  from  a  Privacy  Act 
Record  System. 

(2)  Except  where  access  is  required 
under  5  U.S.C.  552a(k)  (2)  and  5  21.65 
(a)  (2) ,  (such  records  are  exempt  from  5 
U.S.C.  552a  (d)  (1)  through  (4)  and  (f)) 
and  55  21.40  through  21.54,  requiring 
procedures  for  an  individual  to  be  given 
notificatiOT  of  and  access  to  records 
about  himself  in  a  Privacy  Act  Record 
System  and  to  be  allowed  to  (^lallenge 
the  accuracy,  relevance,  timeliness,  and 
completeness  of  such  records. 

(3)  Such  records  are  exempt  from  5 
U.S.C.  552a(e)(4)  (G)  and  (H)  and 
5  21.20(b)  (10)  requiring  inclusion  in  the 
notice  for  the  system  of  information 
about  agency  procedures  for  notification, 
access,  and  contest. 

(4)  Such  records  are  exempt  from  5 
U.S.C.  552a(e)(3)  requiring  that  indi¬ 
viduals  asked  to  supply  information  be 
provided  a  form  outlining  the  authority 
for  the  request,  the  purposes  for  which 
the  information  will  be  used,  the  routine 
uses  in  the  notice  for  the  Privacy  Act 
Record  System,  and  the  consequences  to 
the  individual  of  not  providing  the  in¬ 
formation,  but  only  with  respect  to 
records  compiled  by  the  Food  and  Drug 
Administration  in  a  criminal  law  en¬ 
forcement  investigation  where  the  con¬ 
duct  of  the  investigation  would  be  preju- 
dlce<L  by  such  procedures. 

(b)  Records  in  the  following  Food  and 
Drug  Administration  Privacy  Act  Rec¬ 
ord  Systems  that  concern  individuals 
who  are  subject  to  Pood  and  Drug  Ad¬ 
ministration  enforcement  action  and 
consist  of  investigatory  records  compiled 
for  law  enforcement  purposes,  including 
criminal  law  enforcement  purposes,  are 
exempt  under  5  UJ3.C.  552a(j)  (2)  and 
(k)  (2)  from  the  provisions  enumerated 
in  paragraph  (a)  of  this  section: 

(1)  Clinical  Investigator  Records, 
FDA-3. 

(2)  Regulated  Industry  Employee  En¬ 
forcement  Records,  FDA-10. 

(3)  Employee  Conduct  Investigative 
Records,  FDA-13. 

(4)  Service  Contractor  Employees  In¬ 
vestigative  Records,  PDA-14. 

(c)  The  systems  described  in  para¬ 
graph  (b)  (3)  and  (4)  of  this  section  in¬ 
clude  investigatory  records  compiled 
solely  for  the  purpose  of  determining 
suitability,  eligibility,  or  qualification  for 
Federal  civilian  employment,  military 
service.  Federal  contracts,  and  access 
to  classified  information.  These  records 
are  exempt  from  disclosure  under  5 
U.S.C.  552a(k)  (5)  to  the  extent  that  the 
disclosure  would  reveal  the  identity  of 
a  source  who  furnished  information  to 
the  Government  under  a  promise  of  con¬ 
fidentiality.  which  must  be  an  express 
promise  if  the  information  was  furnished 
after  September  27, 1975.  Any  individual 
who  is  refused  access  to  a  record  that 
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would  reveal  a  confidential  source  shall 
be  advised  in  a  general  way  that  the 
record  includes  information  that  would 
reveal  a  confidential  source. 

§  21.65  Acecus  to  ri'rords  in  rxempi  sys* 

tenirt. 

(a)  Where  a  Privacy  Act  Record  Sys¬ 
tem  is  exempt  and  the  requested  reco  ds 
are  unavailable  under  S  21.61».  an  incil- 
vidual  may  nevertheless  make  a  request 
under  $21.40  for  notification  concerning 
whether  any  records  about  him  exist 
and  request  access  to  such  records  where 
they  are  retrieved  by  his  name  or  other 
personal  identifier. 

(b)  An  individual  making  a  request 
under  paragraph  (a)  of  this  section: 

(1)  May  be  given  access  to  the  records 
where  available  under  Part  2C  of  this 
chapter  (the  public  information  regula¬ 
tions)  or  the  Commissioner  may,  in  his 
discretion,  entertain  a  request  under  any 
or  all  of  the  provtfions  of  §§  21.40 
through  21.54;  and 

(2)  Shall  be  given  access  upon  request 
if  the  records  requested  are  subject  to  5 
U.S.C.  552a(k)(2)  and  not  to  5  U.S.C. 
552a(j)  (2)  (l.e.,  because  they  consist  of. 
investigatory  material  compiled  for  law 
enforcement  purposes  other  tlian  crimi¬ 
nal  law  enforcement  purposes)  and 
maintenance  of  the  records  resulted  in 
denial  to  the  individual  of  any  right, 
benefit,  or  privilege  to  which  he  would 
otherwise  be  entitled  by  Federal  law,  or 
for  which  he  would  otherwise  be  eligible. 
An  individual  given  access  to  a  record 
under  this  paragraph  (b)  (2)  is  not  en¬ 
titled  to  seek  amendment  imder  Subpart 
E  of  this  part.  The  FDA  may  refuse  to 
disclose  a  record  that  would  reveal  the 
Identity  of  a  source  who  furnished  in¬ 
formation  to  the  Government  under  a 
promise  of  confidentiality,  which  must 
be  an  express  promise  if  the  information 
was  furnished  on  or  after  September  27, 
1975.  Any  individual  refused  access  to  a 
record  that  would  reveal  a  confidential 
source  shall  be  advised  in  a  general  way 
that  the  record  contains  Information 
that  would  reveal  a  confidential  source. 

(c)  The  Commissioner  shall  not  make 
available  any  record  that  is  prohibited 
from  public  disclosure  under  $  20.82(b) 
of  this  chapter. 

(d)  Discretionary  discloswe  of  a  rec¬ 
ord  pursuant  to  paragraph  (b)(1)  of  this 
section  shall  not  set  a  precedent  for  dis¬ 
cretionary  disclosure  of  a  similar  or  re¬ 
lated  record  and  shall  not  obligate  the 
Commissioner  to  exercise  his  discretion 
to  disclose  any  other  record  in  a  system 
that  is  exempt  xmder  $  21.61. 

Subpart  G — Disclosure  of  Records  in  Pri¬ 
vacy  Act  Record  Systems  to  Persons 

Other  Than  the  Subject  Individual 

§  21.70  Diiirlosure  and  inira-agenry  use 
of  records  in  Privacy  Art  Record  Sys¬ 
tems  ;  no  accounting  required. 

(a)  A  record  about  an  individual  which 
is  contained  in  a  Privacy  Act  Record 
System  may  be  disclosed: 

(1)  To  the  individual  who  is  the  sub¬ 
ject  of  the  record,  or  his  legal  guardian 
under  $  21.75; 

(2)  To  a  third  party  pursuant  to  a 
written  request  by.  or  with  a  wrtttrti 


consent  of.  the  individual  to  whom  the 
record  pertains,  or  his  legal  guardian 
under  $  21.75; 

(3)  To  any  person: 

(i)  Where  the  names  and  other  iden¬ 
tifying  information  are  first  deleted,  and 
under  circumstances  in  which  the  recip¬ 
ient  is  unlikely  to  know  the  Identity  of 
the  subject  of  the  record; 

(il)  Where  disclosure  is  required  by 
Part  20  of  this  chapter  (the  public  in¬ 
formation  regulations) ;  or 

(4)  Within  the  Department  of  Health, 
Education,  and  Welfare  to  officers  and 
employees  who  have  a  need  for  the  rec¬ 
ord  in  the  performance  of  their  duties  in 
connection  with  the  laws  administered 
and  enforced  by  the  Pood  and  Drug  Ad¬ 
ministration  or  that  govern  the  agency. 
For  purposes  of  this  section,  officers  or 
employees  of  the  Department  shall  in¬ 
clude  the  following  categories  of  individ¬ 
uals.  who  shall  thereafter  be  subject  to 
the  same  restrictions  with  respect  to  dis¬ 
closure  as  tmy  Food  and  Drug  Adminis¬ 
tration  employee;  Pood  and  Drug  Ad¬ 
ministration  consultants  and  advisory 
committees.  State  and  local  government 
employees  for  use  only  in  their  work  with 
the  Food  and  Drug  Administration,  and 
contractors  and  their  employees  to  the 
extent  that  the  records  of  such  contrac¬ 
tors  are  subject  to  the  requirements  of 
this  part  under  $  21.30. 

(b)  No  accounting  is  required  for  any 
disclosure  or  use  under  paragraph  (a) 
of  this  sectiem. 

§  21.71  Disclosure  of  records  in  Privacy 
Act  Record  Systems;  .iccounling  re¬ 
quired. 

(a)  Except  as  provided  in  $  21.70,  a 
record  about  an  individual  that  is  con¬ 
tained  in  a  Privacy  Act  Record  System 
shall  not  be  disclosed  by  any  method  of 
communication  except  under  any  of  the 
following  circumstances,  which  are  sub¬ 
ject  to  the  limitations  of  paragraphs  (b) 
and  (c)  of  this  section  and  to  the  ac¬ 
counting  requirement  of  paragraph  (d) 
of  this  section: 

(1)  For  a  use  described  as  a  ‘‘routine 
use”  in  the  notice  for  the  system  under 
$  21.20(b)  (5)  that  is  compatible  with  the 
purpose  for  which  the  record  was  col¬ 
lected. 

(2)  To  the  Bureau  of  Census  for  a 
census,  survey,  or  a  related  activity  pur¬ 
suant  to  Title  13  of  the  United  States 
Code. 

(3)  To  a  recipient  who  has  provided 
advance  assurance,  pursuant  to  para¬ 
graph  (c)  (2)  of  this  section  that  the  rec¬ 
ord  will  be  used  solely  as  a  statistical 
research  or  reporting  record  and  will 
not  be  communicated  by  the  recipient 
to  any  other  person  except  in  a  form 
that  is  not  individually  identifiable. 

(4)  To  the  National  Archives  of  the 
United  States  as  a  record  which  has 
sufficient  historical  or  other  value  to 
warrant  its  continued  preservation,  or 
to  the  General  Services  Administration 
for  evaluation  to  determine  whether  the 
record  has  such  value. 

(5)  To  a  Federal,  State,  or  local 
agency  for  purposes  of  a  law  enforcement 
activity  that  is  authorized  Iqr  law,  up<m 
written  request  by  the  head  of  the  agency 


specifying  the  particular  portion  of  the 
record  that  is  desired  and  the  law  en¬ 
forcement  purpose  for  which  the  record 
is  sought.  Disclosures  imder  this  para¬ 
graph  are  in  addition  to  any  disclosures 
for  law  enforcement  purposes  described 
as  a  ‘‘routine  use”  in  a  notice  for  a  Pri¬ 
vacy  Act  Record  System. 

(6)  To  a  person  pursuant  to  a  show¬ 
ing  of  compelling  circumstances  affect¬ 
ing  the  health  and  safety  of  an  indivi¬ 
dual.  not  necessarily  the  individual  to 
whom  the  record  pertains.  Upon  such 
disclosure,  the  Food  and  Drug  Adminis¬ 
tration  shall  mail  a  notification  of  the 
fact  of  disclosure  to  the  last  known  ad¬ 
dress  of  the  individual  who  is  the  subject 
of  the  record. 

(7)  To  either  House  of  Congress,  or  to 
any  Subcommittee  or  Committee  thereof, 
to  the  extent  that  the  subject  matter  of 
the  record  falls  writhln  its  jurisdiction. 

(8)  To  the  General  Accounting  Office 

(9)  Pursuant  to  an  order  of  the  court 
of  competent  jurisdiction.  Upon  such 
court-ordered  disclosure,  the  Food  and 
Drug  Administration  shaU  make  rea¬ 
sonable  efforts  to  notify  the  individual 
in  accordance  with  $  20.83(b)  of  this 
chapter. 

(b)  Tlie  Food  and  Drug  Administra¬ 
tion  may  in  its  discretion  refuse  to  make 
a  disclosure  permitted  under  i}aragraph 
(a)  of  this  section,  if  the  disclosure  would 
in  the  judgment  of  the  agency,  invade 
the  privacy  of  the  individual  or  be  incon¬ 
sistent  with  the  purpose  for  which  the 
information  was  collected. 

(c)  The  Food  and  Drug  Administra¬ 
tion  may  require  any  person  requesting 
a  disclosure  of  a  record  under  paragraph 
•  a)  of  this  section  to  provide: 

•  1)  Information  about  the  purposes 
to  which  the  disclosed  record  is  to  be  put, 
and 

(2)  A  written  statement .  certifying 
that  the  record  will  be  used  only  for  the 
stated  purposes  and  will  not  be  further 
disclosed  without  the  written  permission 
of  the  Food  and  Drug  Administration. 

Under  5  U.S.C.  552a(i)(3),  any  person 
who  knowingly  or  willfully  requests  or 
obtains  any  record  concerning  an  indi¬ 
vidual  from  an  agency  under  false  pre¬ 
tenses  shall  be  gtiilty  of  a  misdemeanor 
and  fined  not  more  than  $5,000.  Such 
person  may  also  be  subject  to  prosecu¬ 
tion  under  the  False  Reports  to  the  Qov- 
emment  Act,  18  U.S.C.  1001. 

(d)  An  accoimtlng  shall  be  made,  in 
accordance  with  paragraph  (e)  of  this 
section,  of  any  disclosure  under  para¬ 
graph  (a)  of  this  section  of  a  record  that 
is  not  a  disclosure  under  §  21,70. 

(e)  Where  an  accounting  is  required 
imder  paragraph  (d)  of  this  section,  the 
Food  and  Drug  Administration  shall: 

(1)  Record  the  name  and  address  of 
the  person  or  agency  to  whom  the  dis¬ 
closure  is  made  and  the  date,  nature,  and 
purpose  of  the  disclosure.  Tlie  account¬ 
ing  shall  not  be  considered  a  Privacy  Act 
Record  System. 

(2)  Retain  the  accounting  for  5  years 
or  for  the  life  of  the  record,  whichever  is 
longer,  foUowing  the  disclosure. 

(3)  Notify  those  recipients  listed  tn 
the  accounting  of  amendments  or  dis¬ 
putes  concerning  the  records  previously 
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disclosed  to  them  pursuant  to  9S  21.51(d) 

(3),  21.53(c),  or  21.54(c). 

(4)  Except  when  the  record  Is  exempt 
from  individual  access  and  contest  imder 
§  21.61  or  to  the  extent  that  the  account¬ 
ing  describes  a  transfer  for  a  law  en¬ 
forcement  purpose  pursuant  to  para¬ 
graph  (a)  (5)  of  this  section,  make  the 
accounting  available  to  the  individual  to 
whom  the  record  pertains,  In  accordance 
with  procedures  of  Subpart  D  of  this 
part. 

(f )  A  single  accounting  may  be  used  to 
cover  disclosure(s)  that  consist  of  a  con¬ 
tinuing  dialogue  between  two  agencies 
over  a  prolonged  period,  such  as  discus¬ 
sion  of  an  enforcement  action  between 
the  Food  and  Drug  Administration  and 
the  Department  of  Justice.  In  such  cases, 
a  general  notation  may  be  made  that,  as 
of  a  certain  date,  contact  was  Initiated, 
to  continue  imtil  resolution  of  the  mat¬ 
ter. 

§  21.72  Individual  consent  to  disclosure 
of  records  to  other  persons. 

(a)  Individuals  may  consent  to  disclo¬ 
sure  of  records  ab^t  themselves  to 
other  persons  In  several  ways,  for  ex¬ 
ample: 

(1)  An  Individual  may  give  consent  at 
the  time  that  the  Information  Is  col¬ 
lected  for  disclosure  for  specific  purposes 
or  to  specific  persons. 

(2)  An  Individual  may  give  consent  for 
disclosure  of  his  records  to  a  specific  per¬ 
son. 

(3)  An  Individual  may  request  the 
Pood  and  Drug  Administration  to  trans¬ 
cribe  a  specific  record  for  submission  to 
another  person. 

(b)  In  each  case  the  consent  shall  be 
in  writing  and  shall  specify  the  individ¬ 
ual,  organizational  unit,  or  class  of  in¬ 
dividuals  or  organizational  units  to 
whom,  the  record  may  be  disclosed,  which 
record  may  be  disclosed,  and.  If  applica¬ 
ble,  for  what  time  period.  A  blanket  con¬ 
sent  to  release  all  of  an  Individual’s 
records  to  unspecified  Individuals  or  or¬ 
ganizational  units  will  not  be  honored. 
Verification  of  the  identity  of  the  Indi¬ 
vidual  and,  where  apidlcable,  (rf  the  per¬ 
son  to  whom  the  record  Is  to  be  disclosed 
shall  be  made  in  accordance  with  S  21.44. 
Consent  documents  shall  be  retained  for 
a  period  of  at  least  ^  years.  If  such  docu¬ 
ments  are  used  as  a  means  ot  accoimt- 
Ing  for  the  disclosure,  Uiey  shall  be  re¬ 
tained  as  provided  in  S  21.71(e)  (2) . 

§  21.73  Accuracy,  compl  ?tencs«>,  timeli¬ 
ness,  and  relevance  of  records  dis¬ 
closed  from  Privacy  .\ct  Record  Sys¬ 
tems. 

(a)  The  Food  and  Drug  Administra- 
tlcm  shall  make  reasonable  efforts  to  as¬ 
sure  that  a  record  about  an  individual  In 
a  Prlvracy  Act  Record  System  Is  accurate, 
relevant  to  a  Food  and  Drug  Administra¬ 
tion  purpose,  timely,  and  complete  before 
such  record  is  disclosed  imder  S  21.71. 

(b)  Paragraph  (a)  of  this  section  shall 
not  apply  to  disclosures  that  are  required 
under  Part  20  of  this  chapter  (the  public 
informaticm  regulations)  or  made  to 
othn-  Fedotd  Oovemment  departments 
and  agencies.  Where  appropriate,  the 
letter  disclosing  the  Information  shall 


Indicate  that  the  Food  and  Drug  Admin¬ 
istration  has  not  reviewed  the  recvmi  to 
assure  that  It  Is  accurate,  relevant, 
timely,  and  complete. 

§  21.74  Providing  notice  that  a  record  is 
disputed. 

Whenever  an  Individual  has  filed  a 
statement  of  disagreement  with  the  Food 
and  Drug  Administratlcm  concerning  a 
refusal  to  amend  a  record  under  9  21.51 
(a)  (2)  or  with  another  agency  that  pro¬ 
vides  the  record  to  the  Food  and  Drug 
Administration,  the  Food  and  Drug  Ad¬ 
ministration  shall  in  any  subsequent  dis¬ 
closure  luider  this  subpart  provide  a  copy 
of  the  statement  of  disagreement  and 'a 
concise  statement  by  the  agency,  if  one 
has  been  prepared,  of  the  reasons  for  not 
making  the  amendment(s)  requested. 

§  21.75  Rights  of  legal  guardians. 

For  the  purposes  of  this  part,  the 
parent  of  any  Individual  who  is  a  minor 
or  the  legal  guardian  of  any  Individual 
who  has  been  declared  to  be  Incompetent 
due  to  physical  or  mental  incapacity  or 
age  by  a  cotui  of  ccunpetent  jurisdiction 
may  act  on  behalf  of  the  Individual. 


PART  25— ENVIRONMENTAL  IMPACT 
CONSIDERATIONS 

Subpart  A — General  Provisions 

Sec. 

26.1  Applicability. 

26.6  Responsible  agency  oflSclals. 

25.10  Submission  of  comments  to  other 
agencies. 

Subpart  B — Administrative  Procedures 

25.20  Content  and  format  of  environmental 
impact  statements. 

25.25  Preparation  and  review  procedures. 
25.30  Public  availability  of  environmental 
impact  statements. 

Authoritt:  Sec.  701,  52  Stat.  1056-56  as 
amended  by  70  Stat.  910  and  72  Stat.  048,  21 
UR.C.  371;  sec.  102(2)  (C).  83  Stat.  853,  42 
UJ3.C.  4332;  the  Ouldellnee  Issued  by  the 
CouncU  on  Environmental  Quality  (38  FR 
7724) ;  Executive  Order  11514  of  March  4. 1970 
(35  FR  4247), 

Subpart  A — General  Provisions 
§  23.1  Applicability. 

(a)  (1)  An  environmental  Impact 
statement  shall  be  prepared,  circulated, 
and  filed  pursuant  to  sectlmi  lt)2(2)  (C) 
of  the  National  Environmental  Policy  Act 
of  1969  for  every  major  agency  action 
that  significantly  affects  the  quality  of 
the  human  environment. 

(2)  Agency  decisions  shall  include  a 
careful  consideration  of  all  environ¬ 
mental  effects  of  proposed  actions. 

(b)  The  need  for  preparing  an  envi¬ 
ronmental  impact  stat^nent  shall  be 
considered  for  the  following  agency  ac¬ 
tions  pursuant  to  environmental  criteria 
established  by  the  agency  and  the 
department: 

(1)  Recommendations  or  reports  made 
to  Congress  on  pr(HX>sals  for  leglslatlmi 
in  instances  where  the  agency  has  pri¬ 
mary  responsibility  for  the  subject  mat¬ 
ter  involved; 

(2)  Destruction  of  articles  condemned 
after  seizure  or  enjoined: 

(3)  Destructlbn  eff  articles  following 
detention  ot  recall  at  agency  request; 


(4)  Disposltkm  of  Food  and  Drug  Ad¬ 
ministration  laboratf^  waste  materials; 

(5)  Issuance  of  licenses  for  biological 
products; 

(6)  Establishment  by  regulation  of 
labeling  or  other  requirements  for  mar¬ 
keting  articles; 

(7)  Establishment  by  regulation  of 
standards  for  articles  (except  food 
standards) ; 

(8)  Approval  of  new  drug  and  abbre¬ 
viated  new  drug  applications  and  old 
drug  monographs ; 

(9)  Approval  of  new  animal  drug  and 
abbreviated  new  animal  drug  applica¬ 
tions  and  old  animal  drug  monogutiphs; 

(10)  Approval  of  antibiotic  drug 
monographs; 

(11)  Approval  of  food  additive  peti¬ 
tions; 

(12)  Approval  of  color  additive  peti¬ 
tions;  and 

(13)  Policy,  regulations,  and  procedure 
making  which  significantly  affect  the 
quality  of  the  human  environment. 

(c)  An  environmental  Impact  state¬ 
ment  will  not  be  required  for  amend- 
Tnents  to  existing  regxilatlons  and  ap¬ 
provals  of  supplements  to  existing  ap¬ 
provals  unless  the  change  Is  substantial. 

(d)  The  agency  has  carefully  consid¬ 
ered  the  environmental  effects  of  the  fol¬ 
lowing  tjrpes  of  actions  and  has  con¬ 
cluded  that  since  Lhey  are  not  major 
agency  actions  significantly  affecting  the 
quality  of  the  human  environment,  en¬ 
vironmental  Impact  statements  are  not 
required  for  them : 

(1)  Recommendations  for  court  action 
concerning  foods,  drugs,  devices,  cos¬ 
metics,  and  electronic  products; 

(2)  Factory  Inspections: 

(3)  Seafood  Inspections; 

(4)  Issuance  or  amendment  of  food 
standards;  and 

(5)  Investigational  new  drug  applica¬ 
tions  and  Investigational  new  animal 
drug  applications,  unless  the  agency  no¬ 
tifies  the  applicant  that  one  Is  required. 

/e)  Whenever  a  person  submits  any 
application  or  petition  requesting  action 
by  the  agency  (except  action  specified  in 
paragraph  (d)  of  this  section) ,  he  shall 
include  an  environmental  Impact  anal¬ 
ysis  report  on  the  requested  action. 
Failure  to  Include  an  adequate  environ¬ 
mental  impact  analysis  report  in  an  iq;)- 
pllcation  or  petition  shall  be  sufficient 
grounds  to  refuse  to  accept  or  file  the 
application  or  petition. 

(f)  Whenever  a  manufacturer,  distrib¬ 
utor.  or  dealer  proposes  to  destroy  a  food, 
drug,  cosmetic,  device,  or  electronic 
product  which  has  been  condemned,  en¬ 
joined.  detained,  or  banned  by  regula¬ 
tion,  he  shall  submit  to  the  agency  an 
environmental  Impact  analysis  report 
analyzing  the  environmental  Impact  of 
the  disposition  of  such  articles. 

(g)  An  environmental  impact  analysis 
report  shall  be  submitted  to  the  agency 
in  the  following  feumat: 

Environmental  Impact  Analtsis  Report 

Date: . - . - . . 

Name  of  applicant: _ _ 

Address:  _ 

1.  Describe  the  prt^>oaed  action; _ 
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a.  DUcvur  th»  probabU  Impact  of  tba  ao- 
tloa  oa  tbe  anTlronmeat  (Includlnc  primary 
and  secondary  ooneequences) : - 


3.  Dtscuas  tlM  probable  adverse  envlroB- 
mental  effects  wblch  cannot  be  avoided: 


4.  Evaluate  alternatives  to  the  proposed 
action:  _ 


5.  Describe  the  relationship  between  local 
short-term  uses  of  the  environment  with 
respect  to  the  proposed  action  and  the 
maintenance  and  enhancement  of  long-term 
productivity: _ 


6.  Desciibe  any  Irreversible  and  Irretrieva¬ 
ble  commitment  of  resources  which  would  be 
Invcdved  In  the  proposed  action  should  It  be 
Implemented:  _ 


7.  Discuss  the  objectives  raised  by  other 
agencies,  organizations,  or  Individuals  which 
are  known  to  the  applicant: _ 


8.  If  proposed  action  should  be  taken  prior 
to  90  days  from  the  circulation  of  a  draft 
environmental  Impact  statement  or  30  days 
from  the  filing  of  a  final  environmental  im¬ 
pact  statement,  explain  why: _ 


9.  Analyze  whether  the  benefit  to  the  pub¬ 
lic  of  the  proposed  action  will  outweigh  the 
action’s  potential  risks  to  the  environment: 


( Date)  ( Signature  of  responsible 

official) 

(h)  Data  and  informati(xi  which  con¬ 
stitute  trade  secrets  or  confidential  in¬ 
formation  under  Part  20  of  this  chapter 
shall  not  be  submitted  in  an  environ¬ 
mental  impact  analysis  report. 

(i)  Upon  receipt  of  an  environmental 
impact  analysis  report,  the  responsible 
agency  official  shall  make  an  independ¬ 
ent  assessment  as  to  whether  an  en¬ 
vironmental  impact  statement  shall  be 
prepared  for  the  proposed  action. 

§  25.5  Responsible  agency  ofitrials. 

(a)  When  environmental  impact 
statem^ts  are  required,  the  following 
agency  officials  are  responsible  for  pre¬ 
paring  the  statements  as  indicated: 

(1)  The  office  of  the  Commissioner  is 
responsible  for  preparing  a  draft  or  final 
environmental  impact  statement  on  ac¬ 
tions  not  delegated  by  the  Commissioner. 

(2)  nie  director  of  each  bureau  is  re¬ 
sponsible  for  preparing  a  draft  or  final 
environmental  Impact  statement  on  ac¬ 
tions  delegated  to  that  bureau  by  the 
Commissioner  under  Subpart  B  of  Part  5 
of  this  chapter. 

(3  The  Executive  Director  for  Re¬ 
gional  Operations  is  responsible  for  pre¬ 
paring  a  draft  or  final  environmental 
impact  statement  on  the  destruction  erf 
articles  condemned  after  seizure,  en¬ 
joined.  under  import  detention,  or  imder 
detention  or  recalled  at  agency  request. 

(b)  Every  action  memorandum  pro¬ 
posing  an  agency  action  included  imder 
§  25.1(b)  Shan  contain  an  evaluation  of 
the  environmental  Impact  of  the  pro¬ 
posed  action  and  shall  be  accompanied 
by  a  draft  or  final  envlrotimaital  Impact 
statement  If  one  Is  required. 


§  25.10  SakiwiMMMi  mt  vonunmts  lo  other 
agrnrics. 

When  the  Food  and  Drug  Administra¬ 
tion  is  requested  by  the  Office  of  the  Sec¬ 
retary  to  comment  on  environmental  Im¬ 
pact  statements  prepared  by  other  agen¬ 
cies,  the  Commissioner  shaU  prepare 
such  comments  as  he  deems  appropriate 
and  shall  submit  them  to  the  Office  of  the 
Secretary,  which  shall  prepare  an  ap¬ 
propriate  response  for  submission  to  the 
requesting  agency  and  the  Council  on 
Environmental  Quality. 

Subpart  B — Administrative  Procedures 

§  25.20  Conlml  and  format  of  environ¬ 
mental  impart  statements. 

(a)  When  it  is  determined  that  an 
environmental  impact  statement  is  re¬ 
quired,  draft  and  final  environmental 
impact  statements  shall  cover  the  fol¬ 
lowing  points: 

( 1 )  There  shall  be  a  description  of  the 
proposed  action  including  adequate  in¬ 
formation  and  technical  data  to  permit 
a  careful  assessment  of  the  environmen¬ 
tal  impact.  Where  relevant,  exhibits 
should  be  provided. 

(2)  The  probable  impact  that  the  pro¬ 
posed  action  will  have  on  the  environ¬ 
ment  shall  be  analyzed  and  shall  include 
the  impact  on  ecological  systems  such  as 
wildlife,  fish,  and  other  marine  life.  Both 
primary  and  secmidary  significant  con¬ 
sequences  for  the  environment  should 
be  included  in  the  analysis. 

(3)  There  shall  be  a  description  of  any 
probable  adverse  envirmunental  effects 
which  cannot  be  avoided  (such  as  water 
or  air  pollution,  undesirable  land  use  pat¬ 
terns,  damage  to  life  systems,  threats  to 
health,  or  other  consequences  adverse  to 
the  envircmmental  goals  set  forth  in  sec¬ 
tion  101(b)  of  the  National  Environmen¬ 
tal  Policy  Act) . 

(4)  Alternatives  to  the  proposed  ac- 
tior  must  be  described,  in  accordance 
with  section  102(2)  (D)  of  the  National 
Environmental  Policy  Act.  which  requires 
the  responsible  agency  to  “study,  de¬ 
velop.  and  describe  appropriate  alterna¬ 
tives  to  recommended  courses  of  action 
in  any  proposal  which  involves  unre¬ 
solved  conflicts  concerning  alternative 
uses  of  available  resources.”  A  rigorous 
exploration  and  objective  assessment  of 
alternative  actimis  that  mlgdit  avoid 
some  or  all  of  the  adverse  environmental 
effects  is  essential.  Sufficient  analysis  of 
alternatives  and  their  costs  and  impact 
on  the  environinffiit  should  accompany 
the  proposed  actiem  through  the  agency 
review  process  in  order  to  avoid  dimi- 
nating  prematurely  options  which  might 
have  fewer  adverse  environmental 
effects. 

(5)  The  relationship  between  local 
short-term  uses  of  man’s  environment 
and  the  maintenance  and  enhancement 
of  long-term  productivity  must  be  dis¬ 
cussed.  Thus,  realizing  that  each  gener¬ 
ation  is  trustee  of  the  environment  for 
succeeding  generations,  the  agency  must 
assess  the  action  for  cumulative  and 
limg-term  effects. 


(6)  There  must  be  a  statement  con¬ 
cerning  any  Irreversible  and  irretriev¬ 
able  commitments  of  resources  Triilch 
would  be  invidved  in  the  proposed  action 
should  it  be  implemented,  llils  requires 
the  agency  to  identify  the  extent  to 
which  the  action  curtails  the  range  of 
beneficial  uses  of  the  envimunent. 

(7)  Where  appropriate,  there  must  be 
a  discussion  of  the  problems  and  ob¬ 
jections  raised  by  other  Federal.  State, 
and  local  agencies  and  by  private  or¬ 
ganizations  and  individuals,  and  a  dis¬ 
position  of  the  issues  raised  by  these 
problons  and  objections.  This  section 
may  be  added  at  the  end  of  the  review 
process  in  the  final  text  of  the  environ¬ 
mental  statement. 

(b)  When  it  is  determined  that  an 
environmental  impact  statement  -is  re¬ 
quired,  draft  and  final  environmental 
impact  statements  shall  be  prepared  in 
the  following  format: 

("Dzait'’  OB  "FmAi.”)  EIkvixonmental  Im¬ 
pact  STATEMKirr,  Pood  aitd  Dboo  Adminis- 

TBATIOW  (Rbspdnsdlb  Opbratino  Dm- 

SION) 

1.  Indicate  administrative  action  or  legis¬ 
lative  action. 

3.  Describe  the  action.  Indicating  any 
States  or  counties  particularly  affected. 

3.  Analyaa  the  environmental  Impact  of 
the  proposed  action. 

4.  Describe  any  unavoidable  adverse  en¬ 
vironmental  effects  of  the  action. 

8.  Describe  and  assess  alternative  courses 
of  action  considered. 

6.  Describe  any  irreversible  and  Irretriev¬ 
able  commitments  of  resources  Involved  In 
Implementing  the  action. 

7.  Where  i^^opiiate,  evaliiate  any  objec¬ 
tions  to  the  action  lateed  by  Interested 
persons. 

8.  (a)  For  draft  statements,  state  the  date 
and  form  of  Pedekal  Registeb  publication  by 
which  comments  have  been  requested  from 
all  Interested  persons  and  attach  a  copy  of 
the  notice. 

(b)  Por  final  statements,  list  all  persons 
from  wblch  written  comments  have  been  re¬ 
ceived  and  attach  a  copy  of  each. 

9.  Give  the  date  that  the  draft  or  final 
statementtwas  made  available  to  the  CouncU 
on  Environmental  Quality  and  to  the  public. 

§  25.25  Preparation  and  review  prore- 
dures. 

(a)  When  it  is  determined  that  an 
environmental  impact  statement  4s  re¬ 
quired,  the  statffinent  shall  be  prepared 
as  follows: 

(1)  Preparation  of  draft  environ¬ 
mental  impact  statement.  A  draft  en¬ 
vironmental  Impact  statement  shall  be 
prepared  by  the  responsible  agency  offi¬ 
cial  as  designated  in  §  25.5.  When  appro¬ 
priate  during  the  preparation  of  a  draft 
environmental  impact  statraient,  the  re- 
sp<Nisible  agency  official  shall  consult 
with  Federal,  State,  and  local  officials 
and  other  interested  persons. 

(2)  Distribution  of  draft  environ¬ 
mental  impact  statements.  After  the 
responsible  agency  official  has  prepared 
a  draft  envlromnental  impact  statement, 
he  shall  forward  20  copies  of  the  draft 
statement  to  the  Office  of  the  Secretary 
which  shall  thereupon  forward  10  copies 
to  the  Council  on  Environmental  Qual- 
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Ity.  At  the  same  time  the  draft  statemwt 
will  be  made  available  for  public  Inspec¬ 
tion  by  the  Office  of  the  A^lstant  Com¬ 
missioner  for  Public  Affairs  and  the 
Hearing  Clerk. 

(3)  Solicitation  of  comments.  (1)  After 
the  preparation  and  distribution  of  a 
draft  environmental  impact  statement, 
comments  will  be  solicit^  frwn  all  in¬ 
terested  persons.  Sixty  days  are  allowed 
for  reply,  after  which  it  is  presumed  that 
no  comments  will  be  made  unless  a 
specified  extension  of  time  is  requested. 

(il)  Where  the  subject  of  a  draft  en¬ 
vironmental  Impact  statement  is  also  the 
subject  of  a  notice  of  proposed  rule  mak¬ 
ing  or  a  notice  of  filing  published  in  the 
P*EDERAL  Register,  the  Federal  Register 
notice  shall  state  that  the  environmental 
Impact  analysis  report  and  the  draft  en¬ 
vironmental  Impact  statement  are  avail¬ 
able  upon  request  and  shall  solicit  com¬ 
ments  by  all  Interested  persons. 

(ill)  Where  the  subject  of  a  draft  en¬ 
vironmental  impact  statement  is  not  also 
the  subject  of  a  notice  published  in  the 
Federal  Register,  a  notice  will  be  pub¬ 
lished  in  the  Federal  Register  describ¬ 
ing  the  proposed  action,  stating  that  the 
environmental  Impact  analysis  report 
and  the  draft  environmental  Impact 
statement  are  available  upon  request, 
and  soliciting  comments  by  all  Interested 
persons.  This  notice  may  be  published 
by  the  agency  or  the  department,  or  the 
agemcy  or  the  department  may  request 
that  the  Coimcil  on  Environmental 
Quality  publish  it. 

(iv)  Comments  shall  be  solicited  from 
Federal  agencies  having  jurisdiction  by 
law  or  special  expertise  with  respect  to 
the  environmental  impact  of  a  proposed 
action  by  sending  them  a  copy  of  a  draft 
environmental  impact  statement. 

(v)  All  comments  on  draft  environ¬ 
mental  lmr>act  statements  shall  be  sub¬ 
mitted  in  quintuplicate  to  the  Hearing 
Clerk,  Pood  and  Drug  Administration, 
Department  of  Health,  Education,  and 
W^are,  Room  4-65,  5600  Fishers  Lane, 
Rockville,  MD  20857,  where  they  diall 
be  available  for  pubUc  inspection  during 
working  hours,  Monday  through  Friday, 

(vi)  When  the  responsible  agency 
official  concludes  that  no  environmental 
Impact  statement  is  necessary  and  the 
prc^XNsed  acticm  is  the  subject  of  a  notice 
of  proposed  rule  making  or  a  notice  of 
filing  published  in  the  Federal  Register, 
the  Federal  Register  notice  shall  state 
that  no  environmental  impact  statement 
is  necessary  and,  where  applicable,  that 
the  environmental  impsM:t  analysis  re¬ 
port  is  available  upon  request. 

(4)  Time  for  consideration  prior  to  de¬ 
cision.  Draft  environmental  impact 
statements  shall  be  prepared,  forwarded 
to  the  Council  on  Environmental  Qual¬ 
ity,  and  made  available  to  the  public 
early  enough  in  the  consideration  of  the 
proposed  action  to  permit  meaningful  re¬ 
view  of  the  environmental  Issues  in¬ 
volved.  To  the  maximum  extent  prac¬ 
ticable,  no  final  action  shall  be  taken  on 
the  proposal  earlier  than  90  days  after  a 
draft  environmental  impact  statement 
has  been  prepared,  forwarded  to  the 
Council,  and  made  available  to  the 
public. 


(5)  Final  environmental  impact  state¬ 
ments.  The  final  text  of  an  environ¬ 
mental  Impact  statement  shall  be  pre¬ 
pared  by  the  responsible  agency  official 
after  comments  on  the  draft  statement 
have  been  reviewed  and  shall  Include  an 
evaluation  of  all  comments.  The  final 
statements  shall  receive  full  considera¬ 
tion  in  the  agency’s  decisionmaking 
process.  The  responsible  agency  official 
shall  forward  20  copies  of  the  final  state¬ 
ment  to  the  Office  of  the  Secretary  which 
shall  thereupon  forward  10  copies  to  the 
Council  on  Environmental  Quality,  and 
copies  of  the  final  statement  shall  be 
made  available  for  public  Inspection  by 
the  Office  of  the  Assistant  Commissioner 
for  Public  Affairs  and  the  Hearing  Clerk. 
To  the  maximum  extent  practicable,  no 
agency  action  shall  take  place  earlier 
than  30  days  after  the  final  statement 
has  been  forwarded  to  the  Council  on 
Environmental  Quality  and  made  avail¬ 
able  to  the  public. 

(6)  Where  the  subject  of  an  environ¬ 
mental  impact  statement  is  an  agency 
action  governed  by  spiecific  time  require¬ 
ments  under  statute  or  regulation,  every 
effort  shall  be  made  to  comply  with  the 
provisions  of  this  part  within  the  time 
specified,  and  those  time  requirements 
shall  be  extended  only  as  long  as  is  ab¬ 
solutely  necessary  to  permit  the  agehcj 
to  consider  or  issue  an  environmenttJ 
impact  statement  of  the  action. 

(b)  When  the  proposed  action  involves 
destruction  of  condemned,  enjoined,  de¬ 
tained  or  recaUed  articles  or  disposition 
of  Food  and  E>rug  Administration  labo¬ 
ratory  waste  materials,  the  agency  shall 
adhere  to  disposal  guidelines  consistent 
with  Federal,  State,  and  local  regulations 
applicable  on  a  case-by-case  basis.  ITils 
shall  be  reflected  in  environmental  im¬ 
pact  statements  when  they  are  Issued  on 
such  actions. 

(c)  There  are  certain  regulatory  ac¬ 
tions  which,  because  of  their  immediate 
Importance  to  the  piffillc  health,  make 
adherence  to  the  requirements  ot  para¬ 
graph  (a)  (1)  through  (5)  of  this  section 
impracticable.  Cixnpliance  with  the  re¬ 
quirements  for  environmental  analysis 
imder  the  National  Environmental  Policy 
Act  is  impossible  in  Instances  which  re¬ 
quire  Immediate  regulatory  action  to 
safeguard  the  public  health.  ITie  resp<m- 
sible  agency  official  shall  give  written 
notice  to  the  Council  <m  Elnvlronmental 
Quality  of  those  actions  having  poten¬ 
tially  significant  individual  environ¬ 
mental  impact  as  to  which  no  environ¬ 
mental  Impact  statement  is  filed  because 
public  health  considerations  require  im¬ 
mediate  action. 

§  25.30  Public  availability  of  environ¬ 
mental  impact  statements. 

(a)  All  draft  and  final  environmental 
impact  statements  and  all  environmental 
impact  analysis  reports  shall  be  available 
for  public  Inspection  through  the  office  of 
the  Assistant  Commissioner  for  Public 
Affairs  and  the  Hearing  Cleiic. 

(b)  Draft  and  final  environmental  im¬ 
pact  statements  will  be  availalde  immedi¬ 
ately  after  preparation.  An  environ¬ 
mental  Impact  analysis  report  will  be 
available  at  the  time  a  draft  oivlron- 


mental  impact  statement  is  circulated  or, 
if  no  environmental  Impact  statement  is 
necessary,  at  the  time  of  publication  of 
the  Federal  Register  notice  annoimcing 
the  availability  of  the  report. 


PART  70— COLOR  ADDITiVES 

Stibpart  A — 6*n«r«l  Provistons 
70.3  Definitions. 

70.6  General  restrictions  on  use  of  color 
additives. 

70.10  Color  additives  in  standardized  foods, 

new  drugs,  and  antibiotics. 

70.11  Related  substances. 

70.19  Fees  for  listing. 

Swbpart  B — Packaging  and  Labeling 
70.30  Packaging  requirements  for  straight 
colors  (other  than  hair  dyes). 
70.25  Labeling  requirements  for  color  ad¬ 
ditives  (other  than  hair  dyes) . 

Subpart  C — Safety  Evaluation 
70.40  Safety  factors  to  be  considered. 

70.42  Criteria  for  evaluating  the  safety  of 
color  additives. 

70.45  Allocation  of  color  additives. 

70.60  Application  of  the  cancer  clause  of 

section  700  of  the  act. 

70.61  Advisory  committee  on  the  iq^plica- 

tlon  of  the  cancer  clause. 

70.66  Request  for  scientific  studies. 

Authoritt:  The  provisions  of  this  Part  70 
Issued  under  secs.  701,  706,  63  Stat.  1066- 
1066  as  amended;  74  Stat.  899-407  as 
amended  (21  UA.C.  371,  876),  unless  other¬ 
wise  noted. 

Subpart  A — General  Provisions 
§  70.3  Definitions. 

(a)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare. 

(b)  “Department”  means  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare. 

(c)  “Commissioner"  means  the  Com¬ 
missioner  of  Pood  and  Drugs. 

(d)  “Act”  means  the  Federal  Food, 
Drug,  and  Cosmetic  Act  as  amended. 

(e)  “Color  Certification  Branch" 
means  the  unit  established  within  the 
Food  and  Drug  Administration  located 
in  the  Bureau  of  Foods,  chsu*ged  with 
the  responsibility  for  the  mechanics  of 
the  certification  procedure  hereinafter 
described,  and  including  the  examina¬ 
tion  of  samples  of  color  additives  sub¬ 
ject  to  certification. 

(f )  A  “color  additive”  is  any  material, 
not  exempted  under  section  201(t)  of  the 
act,  that  is  a  dye,  pigment,  or  other  sub¬ 
stance  made  by  a  process  of  synthesis  or 
similar  artifice,  or  extracted,  isolated,  or 
otherwise  derived,  with  or  without  inter¬ 
mediate  or  final  change  of  identity,  from 
a  vegett^le,  animal,  mineral,  or  other 
source  and  that,  when  added  or  applied 
to  a  food,  drug,  or  cosmetic  or  to  the 
human  body  or  any  part  thereof,  is  capa¬ 
ble  (alone  or  through  reaction  with  an¬ 
other  substance)  of  imparting  a  color 
thereto.  Substances  capable  of  imparting 
a  color  to  a  container  for  foods,  drugs,  or 
cosmetics  are  not  color  additives  unless 
the  customary  or  reasonably  foreseeable 
Kindling  or  use  Of  the  container  may 
reasonably  be  expected  to  result  in  the 
transmittal  of  the  color  to  the  contents 
of  the  package  or  any  part  thereof.  Pood 
Ingredients  such  as  cherries,  green  or  red 
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peppers,  chocolate,  and  orange  juice 
which  contribute  their  own  natural  color 
when  mixed  with  other  foods  are  not 
regarded  as  “color  additives”;  but  where 
a  food  substance  such  as  beet  juice  is 
deliberately  used  as  a  color,  as  in  pink 
lemonade,  it  is  a  “color  additive.”  Pood 
ingredients  as  authorized  by  a  definition 
and  standard  of  identity  prescribed  by 
regulations  pursuant  to  section  401  of  the 
act  are  “color  additives.”  where  the  in¬ 
gredients  are  specifically  designated  in 
the  definitions  and  standards  of  identity 
as  permitted  for  use  for  coloring  pur¬ 
poses.  An  ingredient  of  an  animal  feed 
whose  intended  function  is  to  impart, 
through  the  biological  processes  of  the 
animal,  a  color  to  the  meat,  milk,  or  eggs 
of  the  animal  is  a  color  additive  and  is 
not  exempt  frrnn  the  requirements  of  the 
statute.  This  definition  shall  apply 
whether  or  not  such  ingredient  has  nu¬ 
tritive  or  other  functions  in  addition  to 
the  property  of  imparting  color.  An  in¬ 
gested  drug  the  intended  function  of 
which  is  to  impart  color  to  the  human 
body  is  a  “color  additive.”  For  the  pur¬ 
poses  of  this  part,  the  term  “color”  in¬ 
cludes  black,  white,  and  intermediate 
grays,  but  substances  including  migrants 
from  packaging  materials  which  do  not 
contribute  any  color  apparent  to  the 
naked  eye  are  not  “color  additives.” 

(g)  For  a  material  otherwise  meeting 
the  definition  of  “color  additive”  to  be 
exempt  from  section  706  of  the  act,  on 
the  basis  that  it  is  used  (or  intended  to  be 
used)  solely  for  a  purpose  or  purposes 
other  than  coloring,  the  material  must  be 
used  in  a  way  that  any  color  imparted  is 
clearly  unimportant  insofar  as  the  ap¬ 
pearance,  value,  marketability,  or  con¬ 
sumer  acceptability  Ls  concerned.  (It  is 
not  enough  to  warrant  exemption  if  cc«i- 
ditions  are  such  that  the  primary  pur¬ 
pose  of  the  material  is  other  than  to  im¬ 
part  color.) 

(h)  The  exemption  that  applies  to  a 
pesticide  chemical,  soil  or  plant  nutrient, 
or  other  agricultural  chemical,  where  its 
coloring  effect  results  solely  from  its 
tdding,  retarding,  or  otherwise  affecting 
directly  or  indirectly,  the  growrth  or 
other  natural  physiological  processes  of 
produce  of  the  soil,  applies  only  to  color 
developed  in  such  product  through  natu¬ 
ral  physiological  processes  such  as  en¬ 
zymatic  action.  If  the  pesticide  chemi¬ 
cal,  soil  or  plant  nutrient,  or  other  agri¬ 
cultural  chemical  itself  acts  8is  a  color 
or  carries  as  an  ingredient  a  color,  and 
becau.se  of  this  property  colors  the  pro¬ 
duce  of  the  soil,  it  is  a  “w^or  additive” 
and  is  not  exempt. 

(i)  “Safe”  means  that  there  is  con¬ 
vincing  evidence  that  establishes  with 
reasonable  certainty  that  no  harm  wrlll 
resiilt  from  the  intended  use  of  the  color 
additive. 

(j)  The  term  “straight  color”  means 
a  color  additive  listed  in  Parts  71  and 
81  of  this  chapter,  and  includes  lakes 
and  such  substances  as  are  permitted  by 
the  specifications  for  such  ccdOT. 

(k)  The  term  “mixture”  means  a  color 
additive  made  by  mixing  two  or  more 
straight  colors,  or  (me  or ‘more  straight 
colors  and  one  or  more  diluents. 


(l)  The  term  “lake”  means  a  straight 
c(dor  extended  cm  a  substratum  by  ad¬ 
sorption,  ccmreclpitation,  or  chemical 
combination  that  does  not  include  any 
combination  of  ingredients  made  by  sim¬ 
ple  mixing  process. 

(m)  The  term  “diluent”  means  any 
component  of  a  color  additive  mixture 
that  is  not  of  itself  a  color  additive  and 
has  been  intentionally  mixed  therein  to 
facilitate  the  use  of  the  mixture  in  c<dor- 
ing  f(x>ds,  drugs,  or  cosmetics  or  in  color¬ 
ing  the  human  body.  The  diluent  may 
serve  another  functional  purpose  in  the 
foods,  drugs,  or  cosmetics,  as  for  example 
sweetening,  fiavoring,  emulsifying,  or 
stabilizing,  or  may  be  a  functional  com¬ 
ponent  of  an  article  lnt«ided  for  color¬ 
ing  the  human  body. 

(n)  The  term  “substratum”  means 
the  substance  on  which  the  pure  color 
in  a  lake  is  extended. 

(o)  The  term  “pure  color”  means  the 
color  contained  in  a  color  additive,  ex¬ 
clusive  of  any  intermediate  or  other 
component,  or  of  any  diluent  or  sub¬ 
stratum  contained  therein. 

(p)  The  term  “batch”  means  a  homo¬ 
geneous  lot  of  color  additive  or  color 
additive  mixture  prcxiuced  by  an  identi¬ 
fied  prcxluction  operation,  which  is  set 
apart  and  held  as  a  unit  f<M'  the  pur¬ 
pose  of  obtaining  certification  of  such 
quantity. 

(q)  The  term  “batch  number”  means 
the  number  assigned  to  a  batch  by  the 
person  who  requests  certification  thereof. 

(r)  The  term  “lot  number”  means  an 
Identifying  number  or  symbcd  assigned 
to  a  batch  by  the  F(x>d  and  Drug  Ad¬ 
ministration. 

(s)  The  term  “area  of  the  eye”  meaiis 
the  area  enclosed  within  the  circumfer¬ 
ence  of  the  supra-orbital  ridge  and  the 
infra-orbital  ridge,  including  the  eye¬ 
brow,  the  skin  below  the  eyebrow,  the 
eyelids  and  the  eyelashes,  and  conjunc¬ 
tival  sac  of  the  eye,  the  eyeball,  and  the 
soft  areolar  tissue  that  lies  within  the 
perimeter  of  the  infra-orbital  ridge. 

(t)  The  term  “package”  means  the 
immediate  container  in  which  a  color 
additive  or  color  additive  mixture  has 
been  packed  for  shipment  or  dehvery. 
If  the  package  is  then  packed  in  a  ship¬ 
ping  carton  or  other  protective  contain¬ 
er.  such  container  shall  not  be  consid¬ 
ered  to  be  the  immediate  container.  In 
the  case  of  color  additive  mixtures  for 
household  use  containing  less  than  15 
percent  pure  color,  when  two  or  more 
containers  of  3  oimces  each  or  less,  each 
containing  a  different  color,  are  distrib¬ 
uted  as  a  unit,  the  immediate  container 
for  such  unit  shall  be  considered  to  be 
the  package  as  defined  in  this  section. 

(u)  The  “hair  dye”  exemption  in  sec¬ 
tion  601(a)  of  the  act  applies  to  coal  tar 
hair  dyes  intended  for  use  in  altering 
the  color  of  the  hair  and  whi(di  are,  or 
which  bear  or  contain,  color  additives 
derived  from  coal  tar  with  the  sensitiza¬ 
tion  potential  of  causing  skin  irritation 
in  certain  individuals  and  possible  blind¬ 
ness  when  lised  for  dyeing  the  ^elashes 
or  eyebrows.  The  exemption  is  permitted 
with  the  condition  that  the  label  of  any 
such  skTtlcle  bear  conspicuously  the  stat- 


ut(M7  caution  and  adequate  directions 
for  preliminary  patch-testing.  The  ex¬ 
emption  does  not  apply  to  coloring  in¬ 
gredients  in  hair  dyes  not  derived  from 
coal  tar.  and  it  does  not  extend  to  poi¬ 
sonous  or  deleterious  diluents  that  may 
be  introduced  as  wetting  agents,  hair 
conditioners,  emulsifiers,  or  other  com¬ 
ponents  in  a  color  shampoo,  rinse,  tint, 
or  similar  dual-punx>se  cosmetic  that 
alter  the  color  of  the  hair. 

(V)  The  terms  “externally  applied 
drugs”  and  “externally  applied  cosmet¬ 
ics”  mean  drugs  or  cosmetics  applied 
only  to  external  parts  of  the  body  and 
not  to  the  lips  or  any  body  surface  cov¬ 
ered  by  mucous  membrane. 

§  70..1  Cenpral  rr>lrfction^  jmi  use  of 
color  additrvrs. 

(a)  Color  additii'es  for  use  in  the  area 
of  the  eve.  No  listing  or  certification  of 
a  color  additive  shall  be  considered  to 
authorize  the  use  of  any  such  color  addi¬ 
tive  in  any  article  intended  for  use  in 
tlie  area  of  the  eye  unle.ss  such  listing  or 
certification  of  such  color  additive  spe¬ 
cifically  provides  for  such  use.  Any 
color  additive  used  in  or  on  any  article 
intended  for  use  in  the  area  of  the  eye, 
the  listing  or  certification  of  which  color 
additive  does  not  provide  for  such  use. 
shall  be  considered  to  be  a  color  additive 
not  listed  under  Parts  73  and  74  of  this 
chapter,  even  though  such  color  additive 
is  certified  and/or  listed  for  other  uses. 

(b)  Color  additives  for  use  in  injec¬ 
tions.  No  listing  or  certificatiem  of  a 
color  additive  shall  be  considered  to  au¬ 
thorize  the  use  of  any  such  color  additive 
in  any  article  intended  for  use  in  injec¬ 
tions  unless  such  listing  or  certification 
of  such  color  additive  specifically  pro¬ 
vides  for  such  use.  Any  color  additive 
used  in  or  on  any  article  intended  for  use 
in  injections,  the  listing  or  certification 
of  which  color  additive  does  not  provide 
for  such  use,  shall  be  considered  to  be  a 
color  additive  not  listed  imder  Parts  73 
and  74  of  this  chapter,  even  though  such 
color  additive  is  cert^ed  and/or  listed 
for  other  uses. 

(c>  Color  additives  for  use  in  surgical 
sutures.  No  listing  or  certification  of  a 
color  additive  shall  be  considered  to  au¬ 
thorize  the  use  of  any  such  colcu-  additive 
in  any  article  intended  for  use  as  a 
surgical  suture  unless  such  listing  or  cer- 
tificati<m  of  such  cedor  additive  specifi¬ 
cally  provides  for  such  use.  Any  color 
additive  used  in  or  on  any  article  in¬ 
tended  for  use  as  a  surgical  suture,  the 
listing  or  certification  of  which  color 
additive  does  not  provide  fCH-  such  use, 
shall  be  considered  to  be  a  color  additive 
not  listed  under  Parts  73  and  74  of  this 
chapter,  even  though  such  color  additive 

is  certified  and/or  listed  for  other  uses. 

% 

§  70.10  Color  additives  in  standardized 
foods,  new  drugs,  and  antibiotics. 

(a)  Standardized  foods.  (1)  Where  a 
petition  is  received  for  issuan(:e  or 
amendment  of  a  regulation  establishing 
a  definition  and  standard  of  identity  for 
a  fo<xl  under  section  401  of  the  act,  which 
proposes  the  inclusion  of  a  color  additive 
in  the  standardized  fotxi.  the  provisions 
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of  the  regulatioiTo  m  this  part  shall  apply 
with  respect  to  the  Information  that 
must  be  submitted  with  respect  to  the 
safety  of  the  color  additive  (if  such  In¬ 
formation  has  not  previously  been  sub¬ 
mitted  and  safety  of  the  color  additive 
for  the  intendea  use  has  not  been  already 
established) ,  and  the  petition  must  show 
also  that  the  use  of  the  color  additive  in 
the  standardized  food  would  be  in  con¬ 
formance  with  section  401  of  the  act  or 
with  the  terms  of  a  temporary  permit 
issued  imder  §  130.17  of  this  chapter. 

(2)  If  a  petition  for  a  definition  and 
standard  of  Identity  contains  a  proposal 
for  a  color  additive  regulation,  and  the 
petitioner  falls  to  designate  it  as  such, 
the  C(»nmissioner,  upon  determining 
that  the  petition  includes  a  proposal  for 
a  color  additive  regrulation,  shall  so  no¬ 
tify  the  petitioner  and  shall  thereafter 
proceed  in  accordance  with  the  regula¬ 
tions  in  this  part. 

(3)  A  relation  will  not  be  Issued 
allowing  the  use  of  a  color  additive  in 
a  food  for  which  a  definition  and  stand¬ 
ard  of  identity  is  established,  unless  its 
Issuance  is  in  conformance  with  section 
401  of  the  act  or  with  the  terms  of  a 
temix>rary  permit  Issued  under  f  130.17 
of  this  chapter.  When  the  contemplated 
use  of  such  additive  complies  with  the 
terms  of  a  temporary  permit,  the  color 
additive  regulation  will  be  conditioned 
on  such  c<Hnpllance  and  will  expire  with 
the  expiration  of  the  temporary  permit. 

(b)  New  drugs  and  antibiotics.  (1) 
Where  an  application  tor  a  new  dnig  or 
for  certification  of  an  antibiotic  drug  is 
received  and  this  application  proposes, 
for  coloring  purposes  only,  the  inclusion 
of  a  color  additive,  the  provisions  of  the 
regulations  in  this  part  shall  apply  with 
respect  to  Uie  information  that  must  be 
submitted  about  the  safety  of  the  color 
additive,  if  such  information  has  not 
previously  been  submitted  and  safety  of 
the  color  additive  for  the  Intended  use 
has  not  already  been  established. 

(2)  It  an  application  for  a  new  drug 
or  certification  of  an  antibiotic  drug  In- 
ferentlalh^  contains  a  proposal  for  a 
color  additive  regulation,  and  the  appli¬ 
cant  falls  to  designate  it  as  such,  the 
Commissioner,  upon  determining  that 
the  application  Includes  a  proposal  for 
a  color  additive  regulation,  shall  so  noti¬ 
fy  the  applicant  and  shall  thereafter 
proceed  in  accordance  with  the  regiila- 
tions  in  this  part. 

(3)  Where  a  petition  for  a  color  addi¬ 
tive  must  be  filed  in  accordance  with 
paragraph  (b)(2).  of  this  section,  the 
date  of  filing  of  the  color  additive  peti¬ 
tion  shall  be  considered  as  the  date  of 
filing  of  the  new-drug  application  or  the 
request  for  certification  of  the  antibiotic 
drug. 

§70.11  Reltftod  subHiaiK'eA. 

(a)  Different  color  additives  may 
cause  similar  or  related  pharmacological 
or  biological  effects,  and,  in  the  absence 
of  evidence  to  the  contrary,  those  that 
do  so  will  be  considered  to  have  addi¬ 
tive  toxic  effects. 

(b)  Food  additives  may  also  cause 
pharmacological  or  biological  effects 


similar  or  related  to  such  effects  caused 
by  color  additives,  and,  in  the  absence  of 
evidence  to  the  contrary,  those  that  do 
so  will  be  considered  as  having  additive 
toxic  effects. 

(c)  Pesticide  chemicals  may  also  cause 
pharmacological  or  biological  effects 
similar  or  related  to  such  effects  caused 
by  color  additives,  and,  in  the  absence  of 
evidence  to  the  contrary,  those  that  do 
so  will  be  considered  to  have  additive 
toxic  effects. 

(d)  In  establishing  tolerances  for 
color  additives,  the  Commissioner  will 
take  into  consideration,  among  other 
things,  the  amount  of  any  common 
component  permitted  in  other  color 
additives,  in  food  additives,  and  in 
pesticide  chemical  residues  as  well  as  the 
similar  biological  activity  (such  as 
cholinesterase  Inhibition)  produced  by 
such  substance. 

§  70.19  Fees  for  listing. 

(a)  Each  petition  for  the  listing  of  a 
color  additive  shall  be  accompanied  by 
a  deposit  of  $3,000.00  if  the  proposal  is 
for  listing  the  color  additive  for  use  gen¬ 
erally  in  or  on  foods,  in  or  on  drugs,  and 
in  or  on  cosmetics. 

(b)  If  the  petition  for  the  listing  to 
for  use  in  or  on  foods  only,  the  deposit 
shaU  be  $3,000.00. 

(c)  If  the  petition  for  the  listing  is 
for  use  in  or  on  drugs  and/or  cosmetics 
only,  the  deposit  shall  be  $2,600.00. 

(d)  The  provisions  of  paragraphs  (a) , 
(b) ,  and  (c)  of  this  section  shsdl  be  ap¬ 
plicable,  whether  or  not  the  proposal 
contemplates  any  tolerances,  limitations, 
or  other  restrictions  placed  upon  the  use 
of  the  color  additive. 

(e)  If  a  petition  proposing  the  issu¬ 
ance  of  a  regulation  is  withdrawn  before 
it  is  finally  accepted  for  filing,  the  de¬ 
posit,  less  a  $600.00  fee  for  clerical  han¬ 
dling  and  administrative  and  technical 
review,  shall  be  returned  to  the  peti¬ 
tioner. 

(f)  If  a  petition  proposing  the  issu¬ 
ance  of  a  regulation  is  withdrawn  within 
30  days  after  filing,  the  deposit,  less 
$1,800.00  if  the  petition  is  covered  by 
paragraph  (a)  or  (b)  of  this  section,  and 
less  $1,600.00,  if  the  petition  is  covered 
by  paragraph  (c)  of  tl^  section,  shall  be 
returned  to  the  petitioner. 

(g)  When  a  petition  is  withdrawn 
after  filing  and  resubmitted  within  6 
months,  it  shall  be  accompanied  by  a 
deposit  of  $1,800.00  for  a  petition  filed 
under  paragraph  (a)  or  (b)  of  this  sec¬ 
tion,  and  $1,600.00  for  a  petition  filed 
imder  paragraph  (c)  of  this  section.  If  a 
petition  is  resubmitted  after  6  months,  it 
shaU  be  accompanied  by  the  deposit  that 
would  be  required  if  it  were  being  sub¬ 
mitted  for  the  first  time. 

(h)  When  the  resubmission  pertains 
■to  a  petition  that  had  been  withdrawn 
before  acceptance  for  filing,  a  new  ad¬ 
vance  deposit  shall  be  made  in  full  as 
prescribed  in  paragraph  (a),  (b),  or  (c) 
of  this  section. 

(1)  After  a  color  additive  has  been 
listed,  any  request  for  an  amendment  or 
additional  tolerance  shall  be  accom¬ 
panied  by  a  deposit  of  $1,800.00  for  use 


in  the  items  specified  in  paragraphs  <a) 
and  (b)  of  this  section,  or  $1,600.00  for 
use  in  items  specified  in  paragraph  (c) 
of  this  section. 

(J)  The  fee  for  services  in  listing  a 
diluent  under  S  80.35  for  use  in  color  ad¬ 
ditive  mixtures  shall  be  $250.00. 

(k)  Objections  and  request  for  public 
hearing  under  section  706(d)  of  the  act 
or  section  203(d)(2)(C)  of  Public  Law 
86-618  (74  Stat.  404;  21  U.S.C.  376,  note) 
shall  be  accompanied  by  a  filing  fee  of 
$250.00. 

(l)  In  the  event  of  a  referral  of  a  pe¬ 
tition  under  this  section  to  an  advisory 
committee,  all  costs  related  thereto  (in¬ 
cluding  personal  compensation  of  com¬ 
mittee  members,  travel  materials,  and 
other  costs)  shall  be  borne  by  the  person 
or  organization  requesting  the  referral, 
such  costs  to  be  assessed  on  the  basis  of 
actual  cost  to  the  Government:  Provided, 
That  the  compensation  of  such  costs 
shall  Include  personal  compensation  of 
advisory  committee  members  at  a  rate 
not  to  exceed  $75.00  per  member  per  day. 

(m)  In  the  case  of  requests  of  referrals 
to  advisory  committees,  a  special  advance 
deposit  shall  be  made  in  the  amount  of 
$2,500.00.  Where  required,  further  ad¬ 
vance  in  increments  of  $2,500.00  each 
shall  be  made  upon  request  of  the  Com¬ 
missioner  of  Pood  and  Ihugs.  All  de¬ 
posits  for  referrals  to  advisory  commit¬ 
tees  in  excess  of  actual  expenses  shall  be 
refunded  to  the  depositor. 

(n)  All  requests  for  pharmacological 
or  other  scientific  studies  shall  be  accom¬ 
panied  by  an  advance  deposit  of  $5,000.00. 
Further  advance  deposits  shall  be  made 
upon  request  of  the  Commissioner  of 
Food  and  Drugs  when  necessary  to  pre¬ 
vent  arrears  in  such  cost.  Any  deposits 
in  excess  of  actual  expenses  will  be  re- 
fimded  to  the  depositor.  If  a  request  is 
denied  the  advance  deposit  will  be  re¬ 
funded  less  such  costs  as  are  incurred  for 
review  of  the  request. 

(o)  The  person  who  files  a  petition  for 
judicial  review  of  an  order  imder  section 
706(d)  of  the  act  shall  pay  the  costs  of 
preparing  a  transcript  of  the  record  on 
which  the  order  is  based. 

(p)  All  deposits  and  fees  required  by 
the  regulations  in  this  section  shall  be 
paid  by  mcmey  order,  bank  draft  or  certi¬ 
fied  check  drawn  to  the  order  of  the  Food 
and  Drug  Administration,  collectable  at 
par  at  Washington,  D.C.  All  deposits 
and  fees  shall  be  forwarded  to  the  Divi¬ 
sion  of  Food  and  Color  Additives.  HFF- 
330,  Bureau  of  FUods,  Food  and  Drug 
Administration,  200  C  St.  SW.,  Wash¬ 
ington,  D.C.  20204,  whereupon  after 
making  appropriate  record  thereof  they 
will  be  transmitted  to  the  Treasurer  of 
the  United  States  for  deposit  in  the  spe¬ 
cial  account  “Salaries  and  Expenses. 
Certification.  Inspection,  and  Other 
Services,  Food  and  Drug  Administra¬ 
tion." 

(q)  The  Commissioner  of  Food  and 
I^ugs  may  waive  or  refund  such  fees  in 
whole  or  in  part  when  in  his  Judgment 
such  actlmi  will  promote  the  public 
Interest. 

(r)  Any  person  who  believes  that  pay¬ 
ment  of  these  fees  will  work  a  hardship 
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on  him  may  petition  the  Commissioner 
of  Food  and  Drugs  to  waive  or  refund  the 
fees. 

Subpart  B — Packaging  and  Labeling 

§  70.20  Parkaging  requirements  for 
straight  colors  (other  than  hair 
•lyes). 

Straight  colors  shall  be  packaged  in 
containers  which  prevent  changes  in 
composition.  Packages  shall  be  sealed 
so  that  they  cannot  be  opened  without 
breaking  the  seal.  An  unavoidable 
change  in  moisture  content  caused  by  the 
ordinary  and  customary  exposure  that 
occurs  in  good  storage,  packing,  and  dis¬ 
tribution  practice  is  not  considered  a 
change  in  composition.  If  the  packag¬ 
ing  material  is  a  food  additive  it  shall 
be  authorized  by  an  appropriate  regula¬ 
tion  in  Parts  170  through  189  of  this 
chapter. 

§  70.2.7  I.abrliiig  rrqiiirt'im-iils  for  colttr 
additives  (other  than  hair  dyes). 

ta)  General  labeling  requirements.  .Al! 
color  additives  shall  be  labeled  with  suf¬ 
ficient  information  to  assure  their  safe 
use  and  to  allow  a  determination  of  com¬ 
pliance  with  any  limitations  imposed  by 
this  part  and  l^rts  71  and  80  of  this 
chapter.  In  addition  to  all  other  infor¬ 
mation  required  by  the  act,  labels  for 
color  additives,  except  those  in  a  form 
suitable  for  coloring  the  human  body, 
shall  state: 

tl)  The  name  of  the  straight  color  or 
the  name  of  each  ingredient  comprising 
the  color  additive,  if  it  is  a  mixture. 

(2»  A  statement  indicating  general 
limitations  for  the  use  of  the  color  ad¬ 
ditive,  such  as  “for  food  use  only";  “for 
food,  drug,  and  cosmetic  use":  “for  use  in 
drugs  for  external  application  only.” 

«3)  Where  regulations  issued  impose 
quantitative  limitations  for  a  general  or 
specific  use  of  a  straight  color,  the 
amount  of  each  such  straight  color  in 
terms  of  weight  per  unit  volume  or  per¬ 
cent  by  weight. 

(4)  An  expiration  date  if  stability  data 
require  it. 

(b)  Special  labelvig  jor  color  additives 
vcith  tolerances.  Where  tolerances  are 
imposed  for  a  general  or  specific  use  of 
a  color  additive,  the  label  shall  in  addi¬ 
tion  provide  directions  for  use  of  the 
color  additive  which  if  followed  will  pre¬ 
clude  the  food,  drug,  or  cosmetic  to 
which  it  is  added  from  containing  an 
amount  of  the  color  addltlv’e  in  excess  of 
the  tolerance. 

tc)  Special  labeling  for  color  additives 
with  other  limitations.  If  ixse  of  the  color 
additive  is  subject  to  other  limitations 
prescribed  in  this  part,  such  limitations 
shall  be  stated  on  the  label  of  the  color 
additive  by  a  plain  and  conspicuous 
statement.  Examples  of  such  limitation 
statements  are:  “Do  not  use  in  products 
used  in  the  area  of  the  eye”;  “Do  not  use 
for  coloring  drugs  for  Injection.” 

(d'  Special  labeling  for  color  additives 
not  exempt  from  certification.  Color 
additives  not  exempt  from  the  certifica¬ 
tion  procedures  sh^  in  addition  include 
in  the  labeling  the  lot  number  assigned 
by  the  Color  Certification  Branch,  except 
that  in  the  case  of  any  mixture  for 
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household  use  which  contains  not  more 
than  15  percent  of  pure  color  and  which 
is  in  packages  containing  not  more  than 
3  ounces  there  appears  on  the  label,  a 
code  number  which  the  manufacturer 
has  identified  with  the  lot  number  by 
giving  to  the  Food  and  Drug  Adminis¬ 
tration  written  notice  that  such  code 
number  will  be  used  in  lieu  of  the  lot 
number. 

Subpart  C — Safety  Evaluation 
§  70. 10  furUir?.  lo  b<'  coii'i<l«T«’tl. 

In  accordance  with  section  706(b)(5) 
fAXiii*  of  the  act,  the  following  safety 
factor  will  be  applied  in  determining 
whether  the  proposed  use  of  a  color  addi¬ 
tive  will  be  safe:  Except  where  evidence 
is  submitted  which  justifies  use  of  a  dif- 
erent  safety  factor,  a  .^^afety  factor  of 
100  to  1  will  be  used  in  applying  animal 
experimentation  data  to  man;  that  is, 
a  color  additive  for  use  by  man  will  not 
be  grrnted  a  tolerance  that  will  exceed 
1  100th  of  the  maximum  no-effect  level 
for  the  most  susceptible  experimental 
animals  tested.  The  various  species  of 
experimental  animals  used  in  the  tests 
shall  conform  to  good  pharmacological 
practice. 

§  70.12  (  '.rilcria  f«ir  r\ :ilu.«linc  llx'  >ufoly 

iir«-oloru(l<iiti>(«. 

'a>  In  deciding  wiiether  a  petition  is 
complete  and  suitable  for  filing  and  in 
reaching  a  decision  on  any  petition  filed, 
the  Commissioner  will  apply  the  “safe- 
for-use"  principle.  This  will  require  the 
presentation  of  all  needed  scientific  data 
in  support  of  a  propxjsed  listing  to  Eis- 
sure  that  each  listed  color  additive  will 
be  safe  for  its  intended  use  or  uses  in  or 
on  food,  drugs,  or  cosmetics.  The  Com¬ 
missioner  may  list  a  color  additive  for 
use  generally  in  or  on  food,  in  or  on 
drugs,  or  in  or  on  cosmetics  when  he 
finds  from  the  data  presented  that  such 
additive  is  suitable  and  may  safely  be 
employed  for  such  general  use;  he  may 
list  an  additive  only  for  more  limited 
use  or  uses  for  which  it  is  proven  suit¬ 
able  and  may  safely  be  employed:  and 
he  is  authorized  to  prescribe  broadly  the 
conditions  under  which  the  additive  may 
be  safely  employed  for  such  use  or  uses. 
This  may  allow  the  use  of  a  particular 
dye.  pigment,  or  other  substance  with 
certain  diluents,  but  not  with  others,  or 
at  a  higher  concentration  wdth  some 
than  with  others. 

<  b '  The  safety  for  external  color  addi¬ 
tives  will  normally  be  determined  by 
te.=ts  for  acute  oral  toxicity,  primary  ir¬ 
ritation.  sensitization,  subacute  dermal 
toxicity  on  intact  find  abraded  skin,  and 
carcinogenicity  by  skin  application.  The 
Commbsioner  may  waive  any  of  such 
tests  if  data  before  him  otherwise  estab¬ 
lish  that  such  test  is  not  required  to 
determine  safety  for  the  use  proposed. 

(c)  Upon  written  request  describing 
tlie  proposed  lise  of  a  color  additive  and 
tlie  proposed  experiments  to  determine 
its  safety,  the  Commissioner  w'ill  advise 
a  person  who  wishes  to  establish  the 
safety  of  a  color  additive  whether  he 
believes  the  experiments  planned  will 
yield  data  adequate  for  an  evaluation  of 
the  safety  of  the  additive. 
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§  70.  to  .tlluculion  uf  c''lur  addili^Oii. 

Whenever,  in  the  consideration  of  a 
petition  or  a  proposal  to  list  a  color  ad¬ 
ditive  or  to  alter  an  existing  listing,  the 
data  before  the  Commissioner  fail  to 
show  that  it  would  be  safe  to  list  the  color 
additive  for  all  the  uses  proposed  or  at 
the  levels  proposed,  the  Commissioner 
will  notify  the  petitioner  and  other  inter¬ 
ested  persons  by  publication  in  the  Fed¬ 
eral  Register  that  it  is  necessary  to  al¬ 
locate  the  safe  tolerance  for  the  straight 
color  in  the  color  additive  among  tlie 
competing  needs.  Tliis  notice  shall  call 
for  the  presentation  of  data  by  all  inter- 
e.cted  persons  on  which  the  allocation  can 
be  made  in  accordance  with  section  706 
(b)<8>  of  tlie  act.  The  time  for  acting 
upon  the  petition  shall  be  stayed  until 
such  data  are  presented,  whereupon  the 
time  limits  shall  begin  to  inm  anew.  As 
promptly  as  possible  after  presentation 
of  the  (iata.  the  Commissioner  will,  by 
order,  announce  the  allocation  and  the 
tolerance  limitations. 

§  70. .>0  ippliralioii  of  llio  raiiror  I'ljiu-c 
«>f  -oflion  706  of  tlie  art.  » 

'a>  Color  additives  that  may  be  in- 
aested.  Whenever  (1)  the  scientific  data 
before  the  Commissioner  (either  the  re¬ 
ports  from  the  scientific  literature  or  the 
results  of  biological  testing)  suggest  the 
possibility  that  the  color  additive  in¬ 
cluding  its  components  or  impurities  has 
induced  cancer  when  ingested  by  man 
or  animal;  or  (2)  tests  which  are  appro¬ 
priate  for  the  evaluation  of  the  safety  of 
additives  in  food  suggest  that  the  color 
additi\  e.  including  its  components  or  im¬ 
purities.  induces  cancer  in  man  or  ani¬ 
mal.  tlie  Commissioner  shall  determine 
whether,  based  on  the  judgment  of  ap¬ 
pro,:  lately  qualified  scientists,  cancer 
has  been  induced  and  whether  the  color 
additive,  including  its  components  or  im¬ 
purities,  was  the  causative  substance. 
If  it  is  hi.-^  judgment  that  the  data  do  not 
establLsh  these  facts,  the  cancer  clause 
is  not  applicable:  and  if  the  data  con¬ 
sidered  as  a  whole  establish  that  the 
color  additive  will  be  safe  under  the  con¬ 
ditions  that  can  be  specified  in  the  ap¬ 
plicable  regulation,  it  may  be  listed  for 
such  use.  But  if  in  the  judgment  of  the 
Commissioner,  based  on  information 
from  qualified  scientists,  cancer  has  been 
induced,  no  regulation  may  issue  which 
permits  its  use. 

(b>  Color  additives  that  ivill  not  be 
ingested.  Whenever  the  scientific  data 
before  the  Commissioner  suggest  the 
possibility  that  the  color  additive,  in¬ 
cluding  its  components  or  impurities,  has 
induced  cancer  in  man  or  animals  by 
routes  other  than  ingestion,  tlie  Com¬ 
missioner  shall  determine  whether,  based 
on  the  judgment  of  appropriately  quali¬ 
fied  scienti.'^ts,  the  test  suggesting  the 
possibility  of  carcinogenesis  is  appropri¬ 
ate  for  the  eialuation  of  the  color  addi¬ 
tive  for  a  use  which  does  not  mvolve 
ingestion,  cancer  has  been  induced,  and 
the  color  additive,  including  its  com¬ 
ponents  or  impurities,  was  the  causative 
substance.  If  it  is  his  judgment  that  the 
data  do  not  establish  these  facts,  the 
cancer  clause  is  not  applicable  to  pre¬ 
clude  external  drug  and  cosmetic  uses. 
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and  If  the  data  as  a  whole  establish  that 
the  color  additive  will  be  safe  under  con¬ 
ditions  that  can  be  specified  in  the  regu¬ 
lations,  It  may  be  listed  for  such  use. 
But  If,  in  the  judgment^pf  the  Commis¬ 
sioner,  based  on  information  from  quali¬ 
fied  scientists,  the  test  is  an  appropriate 
one  fm*  the  consideration  of  safety  for 
the  proposed  external  use,  and  cancer 
has  been  induced  by  the  color  additive, 
including  its  components  or  impurities, 
no  regulation  may  issue  which  permits 
its  use  in  external  drugs  and  cosmetics. 

(c)  Color  additives  for  use  as  an  in¬ 
gredient  of  feed  for  animals  that  are 
raised  for  food  production.  Color  addi¬ 
tives  that  are  an  Ingredient  of  the  feed 
tac  animals  that  are  raised  for  food  pro¬ 
duction  must  satisfy  the  requirements 
Imposed  by  subpart  E  of  Part  500  of  this 
chapter. 

§  70.51  Advisory  committee  on  the  ap¬ 
plicability  of  the  anticancer  clause. 

AH  requests  for  and  procedures  gov¬ 
erning  any  advisory  committee  on  the 
anticancer  clause  shall  be  subject  to  the 
provisions  of  Part  14  of  this  chapter,  and 
particularly  Subpart  G  of  that  part. 

§  70.55  Request  for  scientific  studies. 

The  Commissioner  will  consider  re¬ 
quests  by  any  interested  person  who  de¬ 
sires  the  Pood  and  Drug  Administration 
to  conduct  scientific  studies  to  support 
a  petition  for  a  regulation  for  a  color 
additive.  If  favorably  acted  upon,  such 
studies  will  be  limited  to  pharmacologi¬ 
cal  Investigations,  studies  of  the  chemical 
and  ph3rsical  structure  of  the  color  addi¬ 
tive,  and  methods  of  analysis  of  the  pure 
color  additive  (including  impurities)  and 
Its  Identification  and  determination  in 
foods,  drugs,  or  cosmetics,  as  the  case 
may  be.  All  requests  for  such  studies 
shall  be  accompanied  by  the  fee  pre¬ 
scribed  in  S  70.19. 


PART  71— COLOR  ADDITIVE  PETITIONS 

Subpart  A — General  Provisions 

Sec. 

71.1  Petitions. 

71.2  Notice  of  filing  of  petition. 

71.4  Samples;  additional  Information. 

71.8  Extension  of  time  for  studying  peti¬ 
tions;  substantive  amendments; 
withdrawal  of  petitions  without 
prejudice. 

71.15  Confidentiality  of  data  and  informa¬ 
tion  in  color  additive  x>etitlon8. 
71.18  Petition  for  exemption  from  certifi¬ 
cation. 

Subpart  B — Administrative  Action  on  Petitions 
71.20  Publication  of  regulations. 

1122  Deception  as  a  basis  for  refusing  to  Is¬ 
sue  regulations;  deceptive  use  of  a 
color  additive  for  which  a  regula¬ 
tion  has  issued. 

71.25  Condition  for  certification. 

71.26  Revocation  of  exemption  from  certifi¬ 

cation. 

71.27  Listing  and  exemption  from  certifica¬ 

tion  on  the  Commissioner's  Initia¬ 
tive. 

71.30  Procedure  for  filing  objections  to  reg¬ 
ulations. 

71.{37  Exemption  of  color  additives  for  In¬ 
vestigational  use. 

Aittbobitt:  Secs.  701,  706,  62  Stat.  1066- 
1066  M  amended.  74  Stat.  S90-407  as 
amended  (21  UJ3.C.  871,  376),  unless  other¬ 
wise  noted. 


RULES  AND  REGULATIONS 

Subpart  A — General  Provisions 

§  71.1  Petitions, 

(a)  Any  Interested  person  may  pro¬ 
pose  the  listing  of  a  color  additive  for 
use  in  or  on  any  food,  drug,  or  cosmetic 
or  for  coloring  the  human  body. 
Such  proposal  shall  be  made  In  a  petition 
In  the  form  prescribed  In  paragraifii  (c) 
of  this  section.  The  petition  shall  be 
submitted  in  triplicate.  If  any  part  of 
the  material  submitted  is  in  a  foreign 
language,  it  shall  be  accompanied  by  an 
accurate  and  complete  English  transla¬ 
tion.  The  petitioner  shall  state  the  post- 
ofQce  address  in  the  United  States  to 
which  published  notices  or  orders  issued 
or  objections  filed  pursuant  to  section 
706  of  the  act  may  be  sent 

(b)  Pertinent  information  may  be  in¬ 
corporated  in,  said  will  be  considered  as 
part  of,  a  petition  (xi  the  basis  of  specific 
reference  to  such  information  submitted 
to  said  retained  in  the  files  of  the  Food 
and  Drug  Administration.  However,  any 
reference  to  unpublished  Information 
furnished  by  a  person  other  than  the  ap¬ 
plicant  will  not  be  considered  unless 
use  of  such  Information  is  authorized 
in  a  written  statement  signed  by  the  per¬ 
son  who  submitted  the  Information. 
Any  reference  to  published  information 
offered  in  support  of  a  color  additive 
petition  should  be  accompanied  by  re¬ 
prints  or  photostatic  copies  of  such 
references . 

(c)  Petitions  shall  Include  the  follow¬ 
ing  data  and  be  submitted  in  the  fol¬ 
lowing  form: 

(Date) 

Nanie  of  pxjtitioner - 

Post-olfice  address _ 

Name  of  color  additive  and  propKJsed  use - 


Division  of  Pood  and  Color  Additives, 
HPF-330,  B\ireau  of  Foods, 

Pood  and  Drug  Administration, 

200  C  St.  SW., 

Washington.  D  C.  20204 

Dear  Sir : 

Petitioner  submits  this  pursuant  to  sec¬ 
tion  706(b)(1)  of  the  Federal  Food,  Drug, 
and  Cosmetic  Act  requesting  listing  by  the 

Commissioner  of  the  coltw  additive - 

as  suitable  and  safe  for  use  in  or  on - - 

subject  to  the  conditions  that - 

[Petitioner  may  propose  a  listing  for  gen¬ 
eral  use  In  food,  (Jrtigs,  or  cosmetics  or.  If 
such  general  listing  Is  not  believed  suitable 
and  safe,  the  petitioner  shaU  describe  the 
conditions  under  which  he  believes  the  ad¬ 
ditive  can  be  safely  used  and  for  which  It 
will  be  suitable.  These  conditions  may  In¬ 
clude  tolerance  limitations,  specifications  as 
to  the  manner  In  which  the  additive  may  be 
added  or  used,  and  directions  and  other 
labeling  or  packaging  safeguards  that  should 
be  applied.  The  level  of  use  proposed  should 
not  be  higher  than  reasonably  required  to 
accomplish  the  Intended  color  effect.] 

Attached  hereto  In  triplicate  and  con¬ 
stituting  a  part  of  this  petition  are  the 
following; 

-A.  The  name  and  all  pertinent  Informa¬ 
tion  concerning  the  color  additive.  Including 
chemical  Identity  and  composition  of  the 
color  additive.  Its  physical,  chemical,  and 
biological  properties,  and  spedflcatlons  pre¬ 
scribing  Its  component(B)  and  Identifying 
and  limiting  the  reaction  byproducts  and 
other  Impiirltles. 

The  petition  shall  contain  a  description 
of  the  chemical  and  physical  tests  relied 


npem  to  Identify  the  ocAat  additive  and  shall 
oontaln  a  fun  deecription  of  the  methods 
need  in,  and  the  facilities  and  controls  used 
tor,  the  productloQ  of  the  color  additive. 
These  ahall  establish  that  It  Is  a  substance 
of  reproducU>le  oompositloa.  Alternative 
methods  and  controls  anA  variations  In 
methods  and  controls,  within  reasonable  lim¬ 
its,  that  do  not  affect  the  characteristics  of 
the  substance  or  the  relUblUty  of  the  con¬ 
trols  may  be  specified. 

The  petition  shall  supply  a  list  of  all  sub¬ 
stances  used  In  the  synthesis,  extraction,  or 
other  method  of  preparation  of  any  straight 
color,  regardless  of  whether  they  undergo 
chemical  change  In  the  process.  Each  sub¬ 
stance  should  be  Identified  by  Its  common  or 
usual  name  and  Its  complete  chemical  name, 
using  structural  formulas  when  neces-sary 
for  specific  Identification.  If  any  proprie¬ 
tary  preparation  Is  iised  as  a  component, 
the  proprietary  name  should  be  followed  by 
a  complete  quantitive  statement  of  composi¬ 
tion.  Reasonable  alternatives  for  any  listed 
substance  may  be  specified. 

If  the  petitioner  does  not  himself  perform 
all  the  manufacturing,  processing,  and 
packing  operations  for  a  color  additive,  the 
petitioner  shall  Identify  each  person  who 
will  perform  a  part  of  such  operations  and 
designate  the  part. 

The  petition  shall  Include  stability  data, 
and.  If  the  data  Indicate  that  It  Is  needed 
to  Insure  the  identity,  strength,  quality,  or 
purity  of  the  color  additive,  the  expiration 
period  that  will  be  employed  as  well  as  any 
packaging  and  labeling  precautions  needed 
to  preserve  stability. 

B.  The  amount  of  the  color  additive  pro¬ 
posed  for  use  and  the  color  effect  Intended 
to  be  achieved,  together  with  all  directions, 
recommendations,  and  suggestions  regarding 
the  proposed  use,  as  well  as  specimens  of 
the  labeling  proposed  for  the  color  additive. 
If  the  color  effect  results  or  may  reasonably 
be  expected  to  result  from  use  of  the  color 
additive  In  packaging  material,  the  peti¬ 
tioner  shall  show  how  this  may  occur  and 
what  residues  may  reasonably  be  anticipated. 

Typewritten  or  other  draft-labeling  copy 
will  be  accepted  for  consideration  of  the 
petition  provided  final  printed  labeling 
Identical  in  content  to  the  draft  copy  is 
submitted  as  soon  as  available,  and  prior  to 
the  marketing  of  the  color  additive.  The 
printed  labeling  shall  conform  In  prominence 
and  conspicuousne.ss  with  the  requirements 
of  the  act. 

If  the  color  additive  Is  one  for  which  a 
tolerance  limitation  Is  required  to  assure  Its 
safety,  the  level  of  use  proposed  should  be 
no  higher  than  the  amount  reasonably  re¬ 
quired  to  accomplish  the  Intended  physical 
or  other  technical  effect,  even  though  the 
safety  data  may  support  a  higher  tolerance. 
If  the  safety  data  will  not  support  the  use 
of  the  amount  of  the  color  additive  reason¬ 
ably  needed  to  accomplish  the  desired  color 
effect,  the  requested  tolerance  will  not  be 
established.  Petitioners  are  expected  to  pro¬ 
pose  the  use  of  color  additives  In  accordance 
with  sound  color  chemistry. 

C. l.  A  description  of  practicable  methods 
to  determine  the  pure  color  and  all  Inter¬ 
mediates,  subsidiary  colors,  and  other  com¬ 
ponents  of  the  oolew  additive. 

2.  A  description  of  practicable  methods  to 
determine  the  amount  of  the  color  additive 
In  any  raw,  processed,  and/or  finished  food, 
drug,  or  cosmetic  In  which  use  of  the  odor 
additive  Is  proposed.  (The  tests  proposed 
Shan  be  those  that  can  be  used  for  food, 
drug,  or  cosmetic  control  purposes  and  can 
be  applied  with  consistent  results  by  any 
prop^y  equipped  laboratory  and  trained 
personnel.) 


FEDEtAL  REGISTER,  VOL.  42,  NO.  55 — TUESDAY,  MARCH  23,  1977 


RULES  AND  REGULATIONS 


15641 


3.  A  description  of  methods  for  Identifica¬ 
tion  and  determination  of  any  substance 
formed  In  or  on  such  food,  drug,  or  cosmetic 
because  of  the  use  of  the  color  additive. 

(If  It  Is  the  petitioner’s  view  that  any  such 
method  would  not  be  needed,  under  the 
terms  of  section  706(b)  (6)  (A)  (Iv) ,  a  state¬ 
ment  shall  be  submitted  In  lieu  of  methods 
as  to  the  basts  for  such  view.) 

D.  Full  reports  of  Investigation  made  with 
respect  to  the  safety  of  the  color  additive. 

t.\  petition  will  be  regarded  as  Incomplete 
unless  It  includes  full  reports  of  adequate 
tests  reasonably  applicable  to  show  whether 
or  not  the  color  additive  will  be  safe  for  Its 
Intended  use.  The  reports  ordinarily  should 
ln(;lude  detailed  data  derived  from  appro¬ 
priate  animal  and  other  biological  experi¬ 
ments  in  which  the  methods  used  and  the 
results  obtained  are  clearly  set  forth.  The 
petition  shall  not  omit  without  explanation 
any  data  that  would  Influence  the  evalua¬ 
tion  of  the  safety  of  the  color  additive ) . 

E.  Complete  data  which  will  allow  the 
Commissioner  to  consider,  among  other 
things,  the  probable  consumption  of,  and  or 
other  relevant  exposure  from  the  additive 
and  of  any  substance  formed  In  or  on  food, 
drugs,  or  cosmetics  because  of  such  additive; 
and  the  cumulative  effect,  if  any,  of  such 
additive  In  the  diet  of  man  or  animals,  tak¬ 
ing  Into  account  the  same  or  any  chemically 
or  pharmacologically  related  substance  or 
substances  In  the  diet  Including,  but  not 
limited  to  food  additives  and  pesticide  chem¬ 
icals  for  which  tolerances  or  exemptions 
from  tolerances  have  been  established. 

P.  Proposed  tolerances  and  other  limita¬ 
tions  on  the  use  of  the  color  additive.  If 
tolerances  and  limitations  are  required  In 
order  to  Insure  Its  safety.  A  petitioner  may 
Include  a  proposed  regulation. 

a.  If  exemption  from  batch  certification 
Is  requested,  the  reasons  why  it  Is  believed 
such  certification  Is  not  necessary  (including 
supporting  data  to  establish  the  safety  of 
the  Intended  use) . 

H.  If  submitting  a  petition  to  alter  an 
existing  regulation  Issued  pursuant  to  sec¬ 
tion  706(b)  of  the  act,  full  Information  on 
each  proposed  change  that  is  to  be  made  In 
the  original  regulation  must  be  submitted. 
The  petition  may  omit  statements  made  in 
the  original  petition  concerning  which  no 
change  Is  proposed.  A  supplemental  petition 
must  be  submitted  for  any  change  beyond 
the  variations  provided  for  in  the  original 
petition  and  the  regulation  Issued  on  the 
basis  of  the  original  petition. 

I.  The  prescribed  fee  of  $ - for  admit¬ 

ting  the  color  additive  to  listing  is  enclo.sed 
(unless  there  Is  an  advance  deposit  ade¬ 
quate  to  cover  the  fee) . 

Yours  very  truly. 


(Petitioner) 

By . - . 

(Indicate  authority) 

J.  The  petitioner  Is  required  to  submit  an 
environmental  Impact  analysis  report  analyz¬ 
ing  the  manufacturing  process  and  the  ulti¬ 
mate  use  or  consumption  of  the  color  addi¬ 
tive  pursuant  to  f  26.1  of  this  chapter. 

(d>  The  petitioner  will  be  notified  of 
the  date  on  which  his  petition  is  filed; 
and  an  incomplete  petition,  or  one  that 
hsis  not  been  submitted  in  triplicate,  will 
be  retained  but  not  filed.  A  petition  shall 
be  retained  but  shall  not  be  filed  if  any 
of  the  data  listed  in  the  above  form  are 
lacking  or  are  not  set  forth  so  as  to  be 
readily  understood  or  if  the  prescribed 
fee  has  not  been  submitted.  The  peti¬ 
tioner  will  be  notified  In  what  respects 
his  petition  Is  incomplete. 


<e>  The  petition  must  be  signed  by 
the  petitioner  or  by  his  attorney  or 
authorized  agent,  who  is  a  resident  of  the 
United  States. 

‘f»  The  data  specified  under  the  sev¬ 
eral  lettered  headings  should  be  sub¬ 
mitted  on  separate  sheets  or  sets  of 
."iheets.  .<;uitably  identified.  If  such  data 
have  already  been  submitted  with  an 
earlier  application,  the  present  petition 
mav  incorporate  it  by  specific  reference 
to  the  earlier  petition. 

§  71.2  iVolicr  of  filing  of  priilioii. 

<  a  >  Except  where  the  petition  involves 
a  new  drug,  the  Commissioner,  within  15 
days  after  receipt,  will  notify  the  peti¬ 
tioner  of  acceptance  or  nonacceptance  of 
a  petition,  and  if  not  accepted  the 
rea.cons  therefor.  If  accepted,  the  date 
of  the  notification  letter  sent  to  peti¬ 
tioner  becomes  the  date  of  filing  for  the 
purposes  of  section  706(d)  (1)  of  the  act. 
If  the  petitioner  desires,  he  may  supple¬ 
ment  a  deficient  petition  after  being 
notified  regarding  deficiencies.  If  the 
supplementary  material  or  explanation 
of  the  petition  is  deemed  acceptable, 
petitioner  shall  be  notified.  The  date  of 
such  notification  becomes  the  date  of 
fihng.  If  the  petitioner  does  not  wish  to 
supplement  or  explain  the  petition  and 
requests  in  wTiting  that  it  be  filed  as 
submitted,  the  petition  shall  be  filed  and 
the  petitioner  so  notified.  The  date  of 
such  notification  becomes  the  date  of 
filing.  Where  the  petition  involves  a 
new  drug  or  certifiable  antibiotic,  notifi¬ 
cation  to  the  petitioner  will  be  made  in 
accordance  with  §  70.10(b)  (3)  of  this 
chapter. 

(b»  The  Commissioner  will  cause  to  be 
published  in  the  Federal  Register  with¬ 
in  30  days  from  the  date  of  filing  of 
such  petition  a  notice  of  the  filing,  the 
name  of  the  petitioner,  and  a  brief  de¬ 
scription  of  the  proposal  In  general 
terms.  A  copy  of  the  notice  will  be  mailed 
to  the  petitioner  when  the  original  doc¬ 
ument  is  signed. 

§  71.  t  .'Samples;  additional  information. 

The  Commissioner  may  request  sam¬ 
ples  of  the  color  additive,  articles  used 
as  components  thereof,  or  of  the  food, 
drug,  or  cosmetic  in  which  the  color 
additive  is  proposed  to  be  used,  or  which 
comprises  the  color  additive,  and  any 
additional  information  needed  to  clarify 
a  submitted  method  or  other  aspect  of 
a  petition  at  any  time  while  a  petition 
is  under  consideration.  The  Commis¬ 
sioner  shall  specify  in  the  request  for 
a  sample  of  the  color  additive,  or  ar¬ 
ticles  used  as  components  thereof,  or  of 
the  food,  drug,  or  cosmetic  in  which 
the  color  additive  is  proposed  to  be  used, 
or  which  comprises  the  color  additive,  a 
quantity  deemed  adequate  to  permit  tests 
of  analytical  methods  to  determine 
quantities  of  the  color  additive  present 
in  products  for  which  it  is  Intended  to  be 
usM  or  adequate  for  any  study  or  in¬ 
vestigation  reasonably  required  with  re¬ 
spect  to  the  safety  of  the  color  additive 
or  the  physical  or  technical  effect  it  pro¬ 
duces.  The  date  used  for  computing  the 
90 -day  limit  for  the  purposes  of  section 


706(d)  (1 »  of  the  act  shall  be  moved  for¬ 
ward  1  day  for  each  day.  after  mailing 
date  of  the  request,  taken  by  the  peti¬ 
tioner  to  submit  the  information  and/or 
sample.  If  the  information  or  sample 
is  requested  a  reasonable  time  in  ad¬ 
vance  of  the  180  days,  but  is  not  submit¬ 
ted  within  such  180  days  after  filing  of 
the  petition,  the  petition  will  be  consid¬ 
ered  withdrawn  without  prejudice. 

§  7I.(>  l/xleii->ii>ii  uf  tiiiH'  fur  slu<i>ing 
l><-lilioiis:  ••iili'.laniive  aiiieiidmriil- : 

illidranal  uf  |M'lilions  viillinut  prt-j- 
iidict*. 

ta)  Extension  of  time  for  studying 
petitions.  If  the  Commissioner  deter¬ 
mines  that  additional  time  is  needed  to 
study  and  investigate  the  petition,  he 
shall  by  written  notice  to  the  petitioner 
extend  the  90 -day  period  for  not  more 
than  180  days  after  the  filing  of  the 
petition. 

(b)  Substantive  amendments.  After 
a  petition  has  been  filed,  the  petitioner 
may  submit  additional  informatitm  or 
data  in  support  thereof.  In  such  cases, 
if  the  Commissioner  determines  that  the 
additional  information  or  data  amounts 
to  a  substantive  amendment,  the  peti¬ 
tion  as  amended  will  be  given  a  new  fil¬ 
ing  date,  and  the  time  limitation  will 
begin  to  run  anew. 

(c)  Withdrawal  of  petitions  without 
prejudice.  (1)  In  some  cases  the  Com¬ 
missioner  may  notify  the  petitioner  that 
the  petition,  while  technically  complete, 
is  inadequate  to  justify  the  establish-  ^ 
ment  of  a  regulation  or  the  regulation  * 
requested  by  petitioner.  This  may  be  due 
to  the  fact  that  the  data  are  not  suffi¬ 
ciently  clear  or  complete.  In  such  cases, 
the  petitioner  may  withdraw  the  petition 
pending  its  clarification  or  the  obtaining 
of  additional  data.  This  withdrawal  will 
be  without  prejudice  to  a  future  filing. 
Upon  refiling,  the  time  limitation  will 
begin  to  run  anew  from  the  date  of 
refiling. 

(2)  At  £ny  time  before  the  order  pro¬ 
vided  for  in  §  71.20  has  been  forwarded 
to  the  Federal  Register  for  publication 
the  petitioner  may  withdraw  the  peti¬ 
tion  without  prejudice  to  a  future  filing. 
Upon  refiling,  the  time  limitation  will 
begin  to  run  anew'. 

§  71.13  Confidentiality  of  data  and  in¬ 
formation  in  color  additive  petition!*. 

(a)  Tlie  following  data  and  informa¬ 
tion  in  a  color  additive  petition  are  avail¬ 
able  for  public  disclosure,  unless  extraor¬ 
dinary  circumstances  are  showm,  after 
the  notice  of  filing  of  the  petition  is 
published  in  the  Federal  Register  or,  if 
the  petition  is  not  promptly  filed  because 
of  deficiencies  iif  it,  after  the  petitioner 
is  informed  that  it  will  not  be  filed  be¬ 
cause  of  the  deficiencies  involved : 

(1)  All  safety  and  functionality  data 
and  information  submitted  with  or  in¬ 
corporated  by  reference  in  the  petition. 

(2)  A  protocol  for  a  test  or  study,  un¬ 
less  it  is  showTi  to  fall  within  the  exemp¬ 
tion  established  for  trade  secrets  and 
confidential  commercial  informatibn  in 
S  20.61  of  this  chapter. 

(3)  Adverse  reaction  reports,  product 
experience  reports,  consumer  complaints. 
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and  other  similar  data  and  Information, 
after  deletion  of: 

(i)  Names  and  any  information  that 
would  Idratify  the  person  using  the 
product. 

(ii)  Names  and  any  Informatimi  that 
would  identify  any  third  party  Invcdved 
with  the  report,  such  as  a  physician  or 
hospital  or  other  institution. 

(4)  A  list  of  all  Ingredients  contained 
in  a  color  additive,  whether  or  not  it  is 
in  descending  order  of  predominance.  A 
particular  ingredient  or  groiip  of  ingre¬ 
dients  shall  be  deleted  from  any  such 
list  prior  to  public  disclosure  if  it  is 
shown  to  fall  within  the  exemption  es- 
tat^hed  in  §  20.61  of  this  chapter,  and 
a  notation  shall  be  made  that  any  such 
ingredient  list  is  incomplete. 

(5)  An  assay  method  or  other  analyti¬ 
cal  method,  unless  it  serves  no  regulatory 
or  compliance  purpose  and  is  shown  to 
fall  within  the  exemption  established  in 
S  20.61  of  this  chapter. 

(6)  All  records  showing  the  Food  and 
Drug  Administration’s  testing  of  or  ac- 
tl(m  on  a  particular  lot  of  a  certifiable 
color  additive. 

(b)  The  following  data  and  Informa¬ 
tion  In  a  color  additive  petition  are  not 
available  for  public  disclosure  imless  they 
have  been  previously  disclosed  to  the 
public  as  defined  In  {  20A1  of  this  chapter 
or  they  relate  to  a  product  or  In^edient 
that  has  been  abandoned  and  they  no 
longer  represent  a  trade  secret  (m*  con¬ 
fidential  commercial  or  financial  In- 
formatloif  as  defined  in  {  20.61  of  this 
chapter: 

(1)  Manufacturing  methods  cn*  proc¬ 
esses.  Including  quality  control  proce¬ 
dures. 

(2)  Production,'  sales,  distribution,  and 
similar  data  and  information,  except 
that  any  cfanpllatlon  of  such  data  and 
Informatlcm  aggregated  and  prepared  In 
a  way  that  does  not  reveal  data  or  In¬ 
formation  which  is  not  available  for  pub¬ 
lic  disclosure  under  this  provision  is 
available  for  public  disclosure. 

(3)  Quantitative  or  semlquantitative 
formulas. 

(c)  All  correspondence  and  written 
summaries  of  oral  discussions  relating  to 
a  color  additive  petition  are  available  for 
public  disclosure  in  accordance  with  the 
provisions  of  Part  20  oi  this  chapter 
when  the  color  additive  regulation  Is 
published  in  the  Fedesal  Registek. 

(d)  For  purposes  of  this  regulation, 
safety  and  functionality  data  include  aU 
studies  and  tests  of  a  color  additive  on 
animals  and  humans  and  all  studies  and 
tests  on  a  color  additive  for  identity, 
stability,  purity,  potenay,  performance, 
and  usefulness. 

§  71.18  Petition  for  exemption  from 
certification. 

A  manufacturer,  packer,  or  distributor 
of  a  oolor  additive  or  color  additive  mix¬ 
ture  may  petition  for  an  exemption  from 
certlficaticm  pursuant  to  Part  10  of  this 
chaptM’.  Any  such  petition  shall  show 
why  such  certification  Is  not  necessary 
for  the  protectkm  of  public  health. 


Subpart  B — Administrative  Action  on 
Petition 

§  71.20  Publication  of  regulation. 

The  Commissioner  will  forward  for 
publicatitm  In  the  Fedxeal  Rxgistek, 
within  90  days  after  filing  of  the  petition 
(or  within  180  days  If  the  time  is  ex¬ 
tended  as  provided  for  in  section  706 
(d)  (1)  of  the  act) : 

(a)  A  regulation  listing  in  Part  73  or 
74  of  this  chapter  the  color  additive  on 
the  appropriate  list  or  lists  as  provided 
under  section  706(b)  (1) . 

(1)  Such  a  regulatimi  may  list  the 
color  additive  for  use  generally  in  or  on 
foods,  drugs,  or  cosmetics  or  for  use  In 
coloring  the  human  body,  as  the  case 
may  be,  or  may  prescribe  the  conditions 
under  which  the  color  additive  may  be 
safely  used  (including,  but  not  limited 
to,  specifications  as  to  the  particular 
food,  drug,  or  cosmetic  or  classy  of  food, 
drugs,  or  cosmetics  In  or  on  which  such 
color  additive  may  be  used,  or  for  the 
material  intended  for  coloring  the  human 
body;  the  maximum  quantity  of  any 
straight  color  or  diluent  that  may  be  used 
or  permitted  to  remain  In  or  on  such 
food,  drug,  or  cosmetic  or  article  Intended 
for  colcMing  the  human  body;  the  man¬ 
ner  in  which  such  color  additive  may  be 
added  to  or  used  In  or  on  such  food, 
drug,  or  cosmetic  or  for  coloring  the 
human  body;  and  any  directions  or  other 
labeling  or  packing  requironents  for 
such  color  additives  deemed  necessary 
to  assure  the  safety  of  such  use) . 

(2)  Such  regulatimis  shall  list  the 
color  additive  (xily  for  the  use  or  uses 
for  which  It  has  been  found  suitable  and 
for  which  It  may  safely  be  employed. 
Alternatively,  the  Commissioner  shall  by 
order  deny  the  petition,  and  notify  the 
petitimier  of  such  order  and  the  reasons 
therefor. 

(b)  Whenever  the  Commissioner  finds 
that  batch  certification  Is  not  necessary 
tor  the  protection  of  the  public  health 
he  will,  by  order,  exempt  the  color  addi¬ 
tive  from  the  certification  procedure.  In 
determining  whether  certification  of  a 
color  additive  is  necessary,  the  Commis¬ 
sioner  win  consider  the  composition  of 
the  additive.  Its  manufactori^  process, 
possible  impurities.  Its  toxic  potential, 
control  and  analytical  procedures  neces¬ 
sary  to  assure  comi^iance  with  the  listing 
specifications,  and  the  variability  of  its 
composition. 

§  71.22  Deception  as  a  basis  for  refusing 
to  issue  retpilationa;  deceptive  use  of 
a  color  additive  for  wfaicb  a  regula¬ 
tion  has  issued. 

The  Commissioner  shall  refuse  to  Issue 
a  regulation  Usting  a  color  additive,  if  In 
his  judgment  the  data  before  him  show 
that  such  proposed  use  would  iHomote 
deo^tion  of  the  consumer  or  would  re¬ 
sult  In  misbranding  or  adulteration  with¬ 
in  the  meaning  of  the  act.  Such  a  find¬ 
ing  shall  be  by  (x-der  published  In  the 
FxoEBAL  Registsb  subJect  to  the  filing  of 
objectitms  and  a  request  for  a  hearing  by 
advo^ly  affected  parties.  The  Issuance 
of  a  regulation  for  a  color  additive  au¬ 


thorizing  Its  use  generally  In  or  on  a  food, 
drug,  or  cosmetic  ^all  not  be  construed 
as  authorization  to  use  the  color  additive 
In  a  manner  that  may  promote  deception 
or  ccmceal  damage  or  Inferiority.  The 
use  of  a  color  additive  to  promote  de¬ 
ception  or  conceal  damage  or  Inferiority 
shall  be  considered  as  the  use  of  a  color 
additive  for  which  no  regulation  has  is¬ 
sued  pursuant  to  section  706(b)  of  the 
act,  even  though  the  regulation  is  effec¬ 
tive  for  other  uses. 

§  71.25  Condition  for  certification. 

(a)  When  the  Commissioner  cannot 
conclude  from  the  Information  befcx-e 
him  that  there  Is  a  basis  for  exempting 
a  color  additive  from  the  requirement  of 
batch  certification,  he  will  so  order  by 
appropriate  listing  in  Part  74  of  this 
chapter.  The  Cmnmissioner’s  order  shall 
state  In  detail  the  specifications  that 
shall  be  met  by  the  color  additive. 

(b)  Each  order  shall  state  a  period  of 
time  after  which  use  of  a  color  additive 
subject  to  batch  certification  but  not 
from  a  batch  certified  by  procediire  pre¬ 
scribed  in  this  section  would  result  In 
adulteration  of  the  product  In  which  It 
is  used. 

§  71.26  Rcvocatinn  of  exemption  from 
certification. 

If  Information  beemnes  available  to 
the  Ccxnmlssloner  that  a  color  additive 
that  has  been  granted  exemption  from 
certification  should  not,  for  the  protec¬ 
tion  of  the  public  health,  be  so  exempted, 
such  exemption  will  be  canceled  by  a 
notice  published  In  the  Fedexal  Register. 

§  71.27  Listing  and  exemption  from  cer¬ 
tification  OB  the  Commissioner's 
initiative. 

Where  a  petition  for  a  regulation  to 
list  a  color  additive  has  not  been  re¬ 
ceived  and  the  Commissioner  has  avail¬ 
able  facts  which  denumstrate  that  a 
oedex*  additive  should  be  listed  and/or 
that  certification  procedure  is  not  neces¬ 
sary  in  order  to  ixntect  the  public  health, 
he  may  list  such  color  additive  by  appro¬ 
priate  regulation  and  Usting  in  Part  73 
mr  74  of  this  chapter. 

§  71.30  Procedvre  for  filing  objections 
to  regulations. 

(a)  Objections  and  hearings  relating 
to  cokM*  additive  regulations  under  sec¬ 
tion  706  (b)  and  (c)  of  the  act  shaU  be 
governed  by  Parts  10,  12,  13.  14,  15,  16, 
and  19  of  this  cluster. 

(b)  The  fees  specified  In  §  70.19  of  this 
chapter  shall  be  applicable. 

§  71.37  ExemptioB  of  color  additives  for 
investigational  use. 

(a)  A  shipment  <»*  other  delivery  of  a 
color  additive  or  of  a  food,  drug,  or  cos¬ 
metic  containing  such  a  color  additive 
for  Investigational  use  by  experts  quali¬ 
fied  to  determine  safety  shall  be  ex«npt 
from  the  requirements  of  section  402(c) , 
501(a) ,  or  601(e)  of  the  act,  provided  that 
the  color  additive  or  the  food,  drug,  or 
cosmetic  contalnhig  the  oolor  additive 
bears  a  label  which  states  prominently. 
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“Caution — Contain*  new  color  addlttre — 
For  Investigational  use  only.”  No  ani¬ 
mals  used  In  such  InTestlgattens,  or  theta* 
products,  such  as  milk  or  eggs,  shall  be 
used  for  food  purposes,  unless  the  qsonsor 
or  the  Investigator  has  submitted  to  the 
Commissioner  data  demonstrating  that 
such  use  will  be  consistent  with  the  public 
health,  and  the  Commissioner,  proceed¬ 
ing  as  he  would  in  a  matter  involving 
section  409(1)  of  the  act.  has  notified  the 
sponsor  or  Investigator  that  the  proposed 
disposition  for  food  is  authorized.  Any 
person  adio  contests  a  refusal  to  grant 
such  authorization  shall  have  an  oppor¬ 
tunity  fw  a  regulatory  hearing  before 
the  Food  and  Drug  Administration  pur¬ 
suant  to  Part  16  of  this  chapter. 

(b)  1116  person  who  introduced  such 
shipment  or  who  delivers  the  color  ad¬ 
ditive  or  a  food,  drug,  or  cosmetic  con¬ 
taining  such  an  additive  into<lnterstate 
commerce  shall  maintain  adequate 
records  showing  the  name  and  post-office 
address  of  the  expert  to  whom  the  color 
additive  is  shipped,  date,  quantity,  and 
batch  or  code  mark  ot  each  shipment  and 
delivery  for  a  period  of  2  years  after  such 
shipment  and  delivery.  Upon  the  re¬ 
quest  of  a  properly  authorized  employee 
of  the  Department,  at  reasonable  times, 
he  Shan  make  such  records  available  for 
Inspection  and  copying. 


PART  73— USTING  OF  COLOR  ADDITIVES 


EXEMPT  FROM  CERTIFICATION 

Subpart  A — Foad« 


DUuenU  in  color  nddltlve  mixtures 

73.80 

Tor  food  uan  exempt  from  certl- 
flcntlon. 

Annstto  extract. 

73.40 

IMiydrated  beets  (beet  powder) . 

73.5* 

Ultramaiiaa  blue. 

78.76 

Oantbazanttatn. 

73.85 

Caramel. 

73BO 

6- Apo-8 '  -carotenal. 

73.95 

6-Carotene. 

73.100 

Cochineal  extract;  carmine. 

73.140 

Toasted  partiaUy  defatted  ooked 

73.160 

cottonseed  flour. 

Ferrous  gluconate. 

73.170 

Or^>e  akin  extract  fenoclanlna) . 

78  BOO 

Esthetic  Iron  onlde. 

73B50 

Fruit  Jtiloe. 

•73.260 

Vegetable  Juice. 

73B76 

Dried  algae  meal. 

73B96 

Tagetee  (Aztec  marigold)  meal  and 

78.300 

extract. 

Carrot  oil. 

73.316 

Com  endosperm  oil. 

73.340 

PaiNlka. 

73B4& 

Paprika  oleoresln. 

73.450 

Riboflavin. 

73.500 

Saffron. 

78.676 

Titanium  dioxide. 

73.600 

Ttirmerlc.  ^ 

73.615 

Turmeric  oleoresln. 

78  1001 

Sebpert  B— Onigs 

DUtients  In  ooior  additive  mixtures 

73.1010 

for  drug  use  exempt  from  certlfl- 
eatloR. 

Alumina  (dried  aluminum  hydrox¬ 

78.1016 

ide). 

Chremlum  cobnlt-alumlnum  oxide. 

78.1026 

Ferric  ammoaxhim  cRtrate. 

73.1030 

Annatto  ezlitirt. 

73.1070 

Calcium  carbonate. 

73.1076 

Canthaxanthin. 

78  1005 

Caramel. 

Sec. 

T3J09S  /J-Carotene. 

7S.1100  Cochineal  extract;  carnUae. 

7S.113S  Potasslvun  sodium  copper  tkkoro- 
phyllln  (chler^hyniB-c  •  p  p  e  r 
complex) . 

73.1150  DihydroxyacetoBe. 

73.1200  Synetbettc  Iron  oxMe. 

73.1376  Pyrogallol. 

73.1400  Pyrophylllte. 

73.1660  Talc. 

73.1675  Titanium  dioxide. 

Subpart  C— Cosmetics 
73.2120  Dlsodlum  EDTA-copper. 

73.2125  Potassium  sodium  copper  chloro- 
phyUln  (chlorophyllln-c  o  p  p  e  r 
complex). 

73.2150  Dlhydroxyacetone. 

73D180  Oualazulene. 

78J190  Henna. 

73.2260  Iron  oxides. 

73.2400  PyrophyUlte. 

73.2576  Titanium  dioxide. 

73.2726  Ultramarines. 

73.2776  Manganese  violet. 

Authositt:  The  provisions  of  this  Part  73 
are  Issued  \mder  secs.  701,  703,  62  Slat.  1066- 
1066  as  amended.  74  Stak  a0»-407  as 
amended  (21  UH.C.  871,  376),  unleaa  other¬ 
wise  noted. 


(b)  Special  use — (1)  DUuaiU  in  color 
additive  mixtures  for  marking  food — (1) 
Inks  for  marking  food  supplements  in 


SubfMrt  A — Foods  '' 

S  73.1  Diloemts  is  color  additive  mix¬ 
tures  for  food  nee  exempt  from  cer¬ 
tifies  tioa. 

The  following  substances  may  be  safely 
used  as  diluents  in  color  additive  mix¬ 
tures  for  food  use  exempt  from  certifica¬ 
tion,  subject  to  the  condition  that  each 
straight  color  in  the  mixture  has  be^ 
exempted  from  certlflcatl<xi  or,  if  not 
so  exempted.  Is  from  a  batch  that  has 
previously  been  certified  and  has  not 
changed  in  composition  since  certifica¬ 
tion.  If  a  specification  for  a  particular 
diluent  Is  not  set  forth  in  this  Part  73. 
the  material  shall  be  of  a  purity  con¬ 
sistent  with  its  Intended  use. 

(a)  General  use.  (1)  Substances  that 
are  generally  recognized  as  safe  under 
the  conditions  set  forth  in  section  201  (s> 
of  the  act. 

(2)  Substances  meeting  the  definitions 
and  specifications  set  fmlh  under  Sub- 
chapt^  B  of  this  chapter,  and  which  are 
used  only  as  prescribed  by  such  regula¬ 
tions. 


tablet  form,  gum.  and  confectionerg. 
Items  Usted  In  paragraph  (a)  of  this 
section  and  the  following: 


SulMtaDom  OeflniUooa  xnd  tpacificxUttiia  Rcatrtettou 


.Vloobol,  SDA-3A . Aj  s»t  forth  In  2t  CV  B  pC  212. _ 

•-Butyl  _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 

Cetyl  alcohol.. _ Aa  aat  forth  in  N.F.  XL 

Cyclotaexane _ _ _ _ _ _ _ 

Ethyl  wUuloae _ _ _ Aa  aat  forth  in  aec.  172.868  of  thia 

chnptar. 

Ethylana  rlyool  monoathyl  athar . . . . . . . . 

IsotHityl  ileohol... _ _ _ _ _ _ _ 

laopropyl  aleobol _ _ _ _ _ 

Poiyoxyathylana  aorbitan  monoolanta  Aa  aat  forth  in  aac.  172A40  at  thia 
(polyaorbnta  80).  chapter. 

PMyvmyl  OMtata _ _ Molacnlar  waiaht,  minimnm  2.000. 

PotyvinylpyrroUdoDe _ _ Aa  aat  forth  in  aac.  ITtJU  of  thia 

chnptar. 

Raain  and  rooin  dorivatiraa . . Aa  aat  forth  in  aac.  172.815  of  thin 

chnptar. 

Sballac,  porifiad . . . .  Food  grada. 


(li)  Inks  far  marking  fruit  and  vegetables.  Items  listed  In  imrsgraph  (*)  of  this 
section  and  the  following: 


Subatnoeas 

Didnitions  snd  apaciflesUona 

BoaMollom 

-*1  nfitsi 

Da 

CnpoL  Manila . 

Da 

Eth^  eaDoloaa . 

....  At  tat  forth  in  ace.  172.888  of  thia 

chapter. 

Da 

Poly^ylpyrrolldone _ _ 

Rooin  and  rosin  derivntivw - 

ohftpUc. 

_ At  aat  forth  In  tea  172AU  of  thia 

ehnpter. 

Net  BMta  tbnn  2  pot  oftts  Ink  aiMs 

Torpana  retina,  nstnml _ 

Tarpana  rasint,  lysfbatb _ 

ebsptar. 

ebiMPter. 

.  ..  PolyibwB  of  «-  nnd  A-plnane . . 

No  rafodna. 
Da 

Da 


Da 

Da 

Da 


(3)  The  following: 


Snhatanoa 


IleSnition  and  spaciRcation 


Reatrictiona 


Dioctylsodiaiu  siilfoeiUTiiuite . 


As  set  forth  in  U.S.P.  XVI .  NotnvcathnnSOOp.pjm.inthaRnbhed 

food.  Inhaling  it  ealiar  addlUva 
mixturaa  oont^ning  oaotor  oil  shnU 
bear  adaqnata  diracUona  for  nat 
.  that  will  rasnlt  in  n  toed  moating 

thia  riatrietian. 

Not  moM  thnn  9  p.p.m.lnthe&nlahad 
food.  Lnballng  of  eotor  nddMva 
mixtana  nantnlnlng  dfoetyloadiaai 
Buifoamefnnta  ahnU  banr  niiaqnntn 
diracUooa  tor  uae  thnt  will  roaolt  In 
n  food  moating  thia  raetrletioa 


As  act  forth  in  sac.  172.810  of  tliia 
chaptar. 
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(2)  Diluents  in  color  additive  mixtures 
for  coloring  shell  eggs.  Items  listed  In 
paragraphia)  of  this  section  and  the 
following,  subject  to  the  condition  that 
there  is  no  penetration  of  the  color  addi¬ 
tive  mixture  or  any  of  its  components 
through  the  eggshell  into  the  egg: 

Alcohol,  denatured,  formula  23A  (26  CFR 
Part  212),  Internal  Revenue  Service. 
Damar  gum  (resin) . 

Dlethylene  glycol  distearate 
Oioctyl  sodium  sulfosuccinate. 

Ethyl  cellulose  (as  identified  in  {  172  868  of 
this  chapter) . 


RULES  AND  REGULATIONS 

Ethylene  glycol  dlsteamte. 

Japan  wax. 

Umed  rosin. 

Naphtha. 

Pentaerythritol  ester  of  fumaiic  acid -rosin 
adduct. 

Polyethylene  glyc<fi  6000  (as  identified  in 
S  172.820  of  this  chapter). 

Polyvinyl  alcohol. 

Rosin  and  rosin  derivatives  (as  Identified 
in  S  172.820  of  this  chapter). 

(3)  Miscellaneous  speciai  uses.  Items 
listed  in  paragraph  (a)  of  this  section 
and  the  following: 


Substances  DefiniUous  and  specifications  R««(Tictions 


I’oly vin>lnyirnIiiJoii(>  Asset  forth  in  sw. 

cliaplcr. 


i73..’).S  of  this  In  or  as  food-tablet  coatings;  limit, 
not  more  than  0.1  pet  in  the  finished 
food;  labeling  of  color  additive 
mixtures  containing  polyvinyl- 
pyrrolidone  shall  bear  adequate 
directions  for  use  that  wiU  result 
in  a  food  meeting  this  restriction. 


§  73.30  Annatio  extract. 

(a)  Identity.  (1)  The  color  additive 
annatto  extract  is  an  extract  prepared 
from  annatto  seed,  Bixa  orellana  L., 
using  any  one  or  an  appropriate  combi¬ 
nation  of  the  food-grade  extractants 
listed  in  paragraph  (a)(1)  (i)  and  (11) 
of  this  section: 

(1)  Alkaline  aqueous  solution,  alkaline 
pi'opylene  glycol,  ethyl  alcohol  or  alkaline 
solutions  thereof,  edible  vegetable  oils  or 
fats,  mono-  and  diglj’cerides  from  the 
glycerolysis  of  edible  vegetable  oils  or 
fats.  The  alkaline  alcohol  or  aqueous  ex¬ 
tracts  may  be  treated  with  food-grade 
acids  to  precipitate  annatto  pigments, 
which  are  separated  from  the  liquid  and 
dried,,  with  or  without  intermediate  re¬ 
crystallization,  using  the  solvents  listed 
under  paragraph  (a)  (1)  (ii)  of  this  sec¬ 
tion.  Food-grade  alkalis  or  carbonates 
may  be  added  to  adjust  alkalinity. 

(ii)  Acetone,  ethylene  dichlorlde, 
hexane,  isopropyl  alcohol,  methyl  alco¬ 
hol,  methylene  chloride,  trichloroethyl¬ 
ene. 

<2)  Color  additive  mixtures  for  food 
use  made  with  annatto  extract  may 
contain  only  diluents  that  are  suitable 
and  that  are  listed  in  this  subpart  as 
safe  in  color  additive  mixtines  for  color¬ 
ing  foods. 

<b)  Specifications.  Annatto  extract, 
including  pigments  precipitated  there¬ 
from,  shall  conform  to  the  following 
s|}eciilcations: 

(1)  Arsenic  (as  As),  not  more  than 
3  parts  per  million;  lead  as  Pb,  not 
more  than  10  parts  per  million. 

(2)  When  solvents  listed  under  para¬ 
graph  (a)  (1)  (ii)  of  this  section  are  used, 
annatto  extract  shall  contain  no  more 
sfrivent  residue  than  is  permitted  of  the 
corresponding  solvents  in  spice  oleoresins 
under  applicable  food  additive  regula¬ 
tions  -in  Parts  170  through  189  of  this 
chapter. 

(c)  Uses  and  restrictions.  Annatto 
extract  may  be  safely  used  for  coloring 
foods  generally,  in  amounts  consistent 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  toe  which  standards  of  Identity 
have  been  promulgated  imder  section 


401  of  the  act  unless  added  color  is  au¬ 
thorized  by  such  standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  and  intended  solely  or  in 
part  for  coloring  purposes  shall  conform 
to  the  requirements  of  §  70.25  of  this 
chapter.  Labels  shall  bear  information 
showing  that  the  color  is  derived  from 
annatto  seed.  The  requirements  of 
§  70.25(a)  of  this  chapter  that  all  in¬ 
gredients  shall  be  listed  by  name  shall 
not  be  construed  as  requiring  the  decla¬ 
ration  of  re.sidues  of  solvents  listed  in 
paragraph  <a)(l)(ii)  of  this  .section. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not  nec¬ 
essary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  73.40  Dcliydratf^  beols  (lu  ei  puv^dcr). 

(a)  Identity.  (1)  The  color  additive 
dehydrated  beets  is  a  dark  red  powder 
prepared  by  dehydrating  sound,  mature, 
good  quality,  edible  beets. 

(2)  Color  additive  mixtures  made  with 
dehydrated  beets  may  contain  as  dilu¬ 
ents  only  those  substances  listed  in  this 
subpart  as  safe  and  suitable  for  use  in 
color  additive  mixtures  for  coloring 
foods. 

<b)  Specifications.  The  color  additive 
shall  conform  to  the  following  specifi¬ 
cations  : 

Volatile  matter,  not^more  than  4  percent. 
Acid  insoluble  a^,  not  more  than  0.6  percent. 
Lead  (as  Pb),  not  more  than  10  parts  per 

million. 

Arsenic  (as  As),  not  more  than  1  part  per 

mllUon. 

Mercury  (as  Hg),  not  more  than  1  part  per 

million. 

(c)  Uses  and  restrictions.  Dehydrated 
beets  may  be  safely  used  for  the  coloring 
of  foods  generally  in  amounts  consistent 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  for  which  standards  of  identity 
have  been  promulgated  under  section 
401  of  the  act.  unless  the  use  of  added 
color  is  authorized  by  such  standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 


therefrom  intended  solely  or  in  part  for 
coloring  purpose  shall  conform  to  the 
requirements  of  §  70.25  of  this  chapter. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.50  Ultramarine  blue. 

(a)  Identity.  The  color  additive  ul¬ 
tramarine  blue  is  a  blue  pigment  obtained 
by  calcining  a  mixture  of  kaolin,  sulfur, 
.sodiiun  carbonate,  and  carbon  at  tem¬ 
peratures  above  700“  C.  Sodium  sulfate 
and  silica  may  also  be  incorporated  in 
the  mixture  in  order  to  vary  the  shade. 
The  pigment  is  a  complex  sodium  alumi¬ 
num  sulfo-silicate  having  the  approxi¬ 
mate  formula  NaiALSbOttS*. 

(b)  Specifications.  Ultramarine  blue 
shall  conform  to  the  following  specifica¬ 
tions: 

Lead  (as  Pb),  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  1  part  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

(c)  Uses  and  restrictions.  The  color 
additive  ultramarine  blue  may  be  safely 
used  for  coloring  salt  intended  for  ani¬ 
mal  feed  subject  to  the  restriction  that 
the  quantity  of  ultramarine  blue  does 
not  exceed  0.5  percent  by  weight  of  the 
salt. 

(d)  Labeling  requirements.  Tlie  color 
additive  shall  be  labeled  in  accordance 
with  the  requirements  of  §  70.25  of  this 
chapter. 

<e)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.75  Caiiiliaxuiitliin. 

(a)  Identity.  (1)  The  color  additive 
canthaxanthin  is  /5-carotene-4,4'-dlone 

(2)  Color  additive  mixtures  for  food 
use  made  with  canthaxanthin  may  con¬ 
tain  only  those  diluents  that  are  suitable 
and  that  are  listed  in  this  subpart  as  safe 
for  use  in  color  additive  mixtures  for  col¬ 
oring  foods. 

(b)  Specifications.  Canthaxanthin 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  practice; 
Physical  state,  solid. 

1  percent  solution  In  chloroform,-  complete 
and  clear. 

Melting  range  (decomposition),  207>  C.  to 
212*  C.  (corrected). 

Loss  on  drying,  not  more  than  0.2  percent 
Residue  on  Ignition,  not  more  than  0.2 
percent. 

Total  carotenoids  other  than  trans-canthax- 
anthln,  not  mare  than  5  percent. 

Lead,  not  more  than  10  parts  per  million. 
Arsenic,  not  more  than  8  parts  pw  million. 
Mercury,  not  more  than  1  part  per  million. 
Assay,  06  to  101  percent. 

(c)  Uses  and  restrictions.  TTie  color 
additive  canthaxanthin  may  be  safely 
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for  coloring  foods  generally  subject 
to  tbe  following  restrictions: 

(1)  Hie  quantity  of  canthaxanthln 
does  not  exceed  30  milligrams  per  pound 
of  solid  or  semisolid  food  or  per  pint  of 
liquid  food. 

(2)  It  may  not  be  used  to  color  foods 
for  a'hich  standards  of  identity  have  been 
promulgated  under  section  401  of  the 
act  unless  added  color  is  authorized  by 
such  standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  §  70.23  of  this  chapter. 

(e)  Exemption  from  certification. 
Certification  of  this  cOlor  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706<c)  of  the  act. 

§  73.83  Curaiiiel. 

(a)  Identity.  (1)  The  color  additive 
caramel  is  the  dark-brown  liquid  or  solid 
material  resulting  from  the  carefully 
controlled  heat  treatment  of  the  follow¬ 
ing  food-grade  carbohydrates: 

Dextrose. 

Invert  sugar. 

Lactose. 

Malt  sirup. 

Molasses. 

Starch  hydrolysates  and  fractions  thereoi. 
Sucrose. 

(2)  The  food-grade  acids,  alkalis,  and 
salts  listed  in  this  subparagraph  may  be 
employed  to  assist  caramellzatlon,  in 
amounts  consistent  with  good  manufac¬ 
turing  practice. 

(i)  Acids: 

Acetic  acid. 

Citric  acid. 

Phosphoric  acid. 

Sulfuric  acid. 

Sulfurous  acid. 

(11)  Alkalis: 

Ammonium  hydroxide. 

Calcium  hydroxide  U.S.P. 

Potassium  hydroxide. 

Sodium  hydroxide. 

(ill)  Salts:  Ammonium,  sodium,  or 
potassium  carbonate,  bicarbonate,  phos¬ 
phate  (including  dibasic  phosphate  and 
monobasic  phosphate) ,  sulfate,  and 
sulfite. 

(3)  Polyglycerol  esters  of  fatty  acids. 
Identified  in  §  172.854  of  this  chapter, 
may  be  used  as  antlfoamlng  agents  in 
amounts  not  greater  than  that  required 
^  produce  the  intended  effect. 

(4)  Color  additive  mixtures  for  food 
use  made  with  caramel  may  contain  only 
diluents  that  are  suitable  and  that  are 
listed  in  this  subpart  as  safe  in  color 
additive  mixtures  for  coloring  fcxxls. 

(b)  Specifications.  Caramel  shall  con¬ 
form  to  the  following  specifications: 

Lead  (as  Pb),  not  man  than  10  parts  par 
mUUon. 

Arsenic  (as  As),  not  more  than  3  parts  per 
mUUon. 

Mercury  (as  Hg),  not  more  than  0.1  part  per 
mUllon. 

ic)  Utet  and  restrictions.  Caramel 
may  be  safely  used  t<x  coloring  foods 


generally,  in  amounts  consistent  with 
good  manufacturing  practice,  except 
that  it  may  not  be  used  to  color  foods 
for  which  standards  of  identity  have 
been  promulgated  imder  section  401  of 
the  act  unless  added  color  is  authorized 
by  such  standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  and  intended  solely  or  in  part 
for  coloring  purposes  shall  conform  to 
the  requirements  of  S  70.25  of  this 
chapter. 

,  (e)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health  and  therefore  batches  thereof 
are  exempt  from  the  certification  re- 
quiremente  of  section  706(c)  of  the  act. 

§  73.00  ^-.4po-8'-carolen*L 
<a>  Identity.  (1)  The  color  additive  is 
/j-a  po-8 '  -carotenal . 

(2)  Color  additive  mixtures  for  food 
use  made  with  /5-Bpo-8'-carotenal  may 
contain  only  diluents  that  are  suitable 
and  that  are  listed  in  this  subpart  as  safe 
in  color  additive  mixtures  for  coloring 
foods. 

(b>  Speci/icafioTis.  3-Apo-8'-carotenal 
.shall  conform  to  the  following  specifica¬ 
tions: 

Physical  state,  solid. 

1  peroent  solution  In  chloroform,  clear 
Melting  point  (decomposition),  136*  C.-140* 
C.  (corrected). 

L<oa«  oS  weight  on  drying,  not  more  than  02 
percent. 

Residue  on  ignition,  not  more  than  0.2  per¬ 
cent. 

Lead  (as  Pb).  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  1  part  per 
million. 

Assay  (spectrophotometrlc),  96-101  percent. 

(c)  Uses  and  restrictions.  The  color 
additive  /3-apo-8' -carotenal  may  be 
safely  used  for  coloring  foods  generally, 
subject  to  the  following  restrictions: 

(1)  The  quantity  of  d-apo-8’ -carotenal 
does  not  exceed  15  milligrams  per  pound 
of  solid  or  semisolid  food  or  15  milli¬ 
grams  per  pint  of  liquid  food. 

(2)  It  may  not  be  used  to  color  foods 
for  which  standards  of  identity  have  been 
promulgated  under  section  401  of  the  act 
unless  added  color  is  authorized  by  such 
standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  and  intended  solely  or  in  part 
for  coloring  purposes  shall  conform  to 
the  requirements  of  $  70.25  of  this  chap¬ 
ter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not  nec¬ 
essary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  73.93  ^-Caralrne. 

(a)  Identity.  (1)  The  color  additive  is 
;9-carotene  prepared  synthetically  or  ob¬ 
tained  from  natural  sources. 

(2)  Color  additive  mixtures  for  food 
use  made  with  ^-carotene  may  contain 
only  diluents  that  are  suitable  and  that 
are  listed  in  this  subpart  as  safe  in  color 
additive  mixtures  for  coloring  foods. 


(b)  Specifications,  /s-carotene  shall 
conform  to  the  following  specifications: 

Physical  state,  solid. 

1  percent  solution  In  chloroform,  clear. 

Loss  of  weight  on  drying,  not  more  than  0.2 
percent. 

Residue  on  Ignition,  not  more  than  0.2  per¬ 
cent. 

Lead  (a.s  Pb).  not  more  than  10  parts  per 
mUIion. 

Arsenic  (a.s  Asl,  not  more  than  3  parts  per 
million. 

Assay  (spectrophotometrlc),  96-101  percent. 

(c)  Uses  and  restrictions.  The  color 
additive  /9-carotene  may  be  safely  used, 
for  coloring  foods  generally,  in  amounts 
consistent  with  good  manufacturing 
practice,  except  that  it  maiy  not  be  used 
to  color  those  foods  for  which  standards 
of  identity  have  been  prcsnulgated  under 
section  401  of  the  act  unless  added  color 
is  authorized  by  such  standards. 

(d)  Labeling.  The  label  of  the  color 
addith'e  and  any  mixtures  prepared 
therefrom  and  intended  solely  or  in  part 
for  coloring  purposes  shall  conform  to 
the  requirements  of  S  7(*.25  of  this  chap¬ 
ter. 

(e>  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not  nec¬ 
essary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  73.100  CfMliiiu'nl  cvlrarl;  rairintno. 

(a)  Identity.  (1)  The  color  additive 
cochineal  extract  is  the  concentrated  so¬ 
lution  obtained  after  removing  the  al¬ 
cohol  from  an  aqucous-alcoholic  extract 
of  cochineal  (Dactylopius  coccus  costa 
{Coccus  cacti  L.)).  The  coloring  prin¬ 
ciple  is  chiefly  carminlc  add. 

(2)  The  color  additive  carmine  is  the 
aluminum  or  calcium-aluminum  lake  on 
an  aluminum  hydroxide  substrate  of  the 
coloring  principles,  chiefly  carminlc  acid, 
obtained  by  an  aqueous  extraction  of 
cochineal  {Dactylopius  coccus  costa 
(Coccus  cacti  L.)). 

(3)  Color  additive  mixtures  for  food 
use  made  with  cochineal  extract  or  car¬ 
mine  may  cimtain  only  diluents  that  are 
suitable  and  that  are  listed  in  this  sub¬ 
part  as  safe  in  color  additive  mixtures  for 
coloring  foods. 

(b)  Specifications.  (1)  Coc^.ineal  ex¬ 
tract  shall  conform  to  the  following 
specifications: 

pH.  not  less  than  5.0  and  not  more  than 
5.5  at  25*  C. 

Protein  (N  x  6.25) ,  not  nu>re  than  22  percent. 
Total  solids,  not  less  than  5.7  and  not  more 
than  6.3  percent. 

Methyl  alcohol,  not  more  than  150  parts 
per  million. 

Lead  (as  Pb),  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  1  part  per 
million. 

Carminlc  acid,  not  less  than  12  percent. 

(2)  Carmine  shall  conform  to  the  fol- 
lowring  specifications : 

Volatile  matter  (at  136*  C.  for  3  hours),  not 
more  than  20.0  peroent. 

Ash.  not  more  than  13.0  percent. 

Lead  (as  Pb),  not  more  than  10  parts  per 
mlUlon. 

Araenlc  (as  As),  not  more  than  1  part  per 
Carminlc  acid,  not  less  than  50.0  percent. 
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Carmine  and  cochineal  extract  shall  be 
pasteurized  or  otherwise  treated  to  de¬ 
stroy  all  viable  salmonella  microorga¬ 
nisms.  Pasteurization  or  such  other  treat¬ 
ment  is  deemed  to  permit  the  adding  of 
safe  and  suitable  substances  (other  than 
chemical  preservatives)  that  are  essen¬ 
tial  to  the  method  of  pasteurization  or 
other  treatment  used.  For  the  purposes 
of  this  paragraph,  safe  and  suitable  sub¬ 
stances  are  those  substances  that  per¬ 
form  a  useful  fimction  in  the  pasteuriza¬ 
tion  or  other  treatment  to  render  the  car¬ 
mine  and  cochineal  extract  free  of  via¬ 
ble  Salmonella  microorganisms,  which 
substances  are  not  food  additives  as  de¬ 
fined  in  section  201  (s)  of  the  act  or,  if 
they  are  food  additives  as  so  defined,  are 
used  In  conformity  with  regulations 
established  pursuant  to  section  409  of 
the  act. 

(c)  Uses  and  restrictions.  Carmine  and 
cochineal  extract  may  be  safely  used  for 
coloring  foods  generally  in  amounts  con¬ 
sistent  with  good  manufacturing  prac¬ 
tice,  except  that  they  may  not  be  used 
to  color  foods  for  which  standards  of 
Identity  have  been  promulgated  under 
section  401  of  the  act  unless  added  color 
Is  authorized  by  such  standards. 

(d)  Labeling  requirements.  The  label 
of  the  color  additives  and  any  mixtures 
Intended  solely  or  in  part  for  coloring 
purposes  prepared  therefrom  shall  con¬ 
form  to  the  requimnents  of  S  70.25  cd 
this  chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  these  color  additives  is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  73.140  Toasled  partially  «l«-fall«‘«l 
cooked  cottonseed  flour. 

(a)  Identity.  (1)  The  color  additive 
toasted  partially  defatted  c<x)ked  cot¬ 
tonseed  flour  is  a  product  prepared  as 
follows;  Pood  quality  cottonseed  Is  de- 
llnted  and  decorticated;  the  meats  are 
screened,  aspirated,  and  rolled ;  moisture 
Is  adjust^,  the  meats  heated,  smd  the  oil 
expressed;  the  cooked  meats  are  cooled, 
ground,  and  reheated  to  obtain  a  prod¬ 
uct  varying  in  shade  from  light  to  dark 
brown. 

(2)  Color  additive  mixtures  for  food 
use  made  with  toasted  partially  defatted 
cooked  cottonseed  flour  may  ccmtaln  only 
diluents  that  are  suitable  and  that  are 
listed  in  this  subpart  as  safe  In  color  ad¬ 
ditive  mixtures  for  coloring  foods. 

(b)  Specifications.  Toasted  partially 
defatted  cooked  <x>ttonseed  flour  shall 
conform  to  the  following  specifications: 

Arsenic:  It  contains  no  added  arsenic  com¬ 
pound  and  therefore  may  not  exceed  a 
maximum  natural  background  level  of  0.3 
part  per  million  total  arsenic,  calculated 

as  As. 

Lead  (as  Pb).  not  more  than  10  parts  per 
mUllon. 

Free  gossypol  content,  not  more  than  460 
parts  per  million. 

(c)  Uses  and  restrictions.  The  color 
additive  toasted  partially  defatted 
cooked  cottonseed  flour  may  be  safely 
used  for  coloring  foods  generally.  In 
amounts  consistent  with  good  manufac- 
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tui'ing  practice,  except  that  It  may  not  be 
used  to  color  foods  for  which  standards 
of  identity  have  been  promulgated  under 
section  401  of  the  act.  unless  added  ceflor 
is  authorized  by  such  standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  and  Intended  solely  or  In  part 
for  coloring  purposes  shall  conform  to 
the  requirements  of  §  70.25  of  this 
chapter. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  7.3. 1  (»0  Ferrous  gluconate. 

(a)  Identity.  The  color  additive  fer¬ 
rous  gluconate  is  the  ferrous  gluconate 
defined  In  the  Food  Chemicals  Codex, 
First  Edition,  Publication  1406  (1966), 
National  Academy  of  Sclences-National 
Research  Council,  Washington,  D.C. 

(b)  Specifications.  Ferrous  gluconate 
shall  meet  the  specifications  given  In  the 
Food  Chemicals  Codex. 

(c)  Uses  and  restrictions.  Ferrous 
gluconate  may  be  safely  used  In  amounts 
consistent  with  go(xl  manufacturing 
practice  for  the  coloring  of  ripe  olives. 

(d)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  I  70.25  of  this  chapter. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  7.3.170  Crapo  skin  r\lra«‘l  (enwia- 
nina). 

(a)  Identity.  (1)  The  color  additive 
grape  skin  extract  (enocianina)  Is  a  pur¬ 
plish-red  liquid  prepared  by  the  aqueous 
extraction  (steeping)  of  the  fres^  de¬ 
seeded  marc  remaining  after  grapes 
have  been  pressed  to  produce  grape  Juice 
or  wine.  It  contains  the  ccunmon  com¬ 
ponents  of  grape  Juice;  namely,  antho- 
cyanlns,  tartaric  acid,  tannins,  sugars, 
minerals,  etc.,  but  not  In  the  same  pro¬ 
portions  as  found  In  grape  Juice.  During 
the  steeping  process,  sulphiir  dioxide  Is 
added  and  most  of  the  extracted  sugars 
are  fermented  to  alcohol.  The  extract  is 
concentrated  by  vacuum  evaporation, 
during  which  practically  all  of  the  al¬ 
cohol  Is  removed.  A  small  amount  of 
sulphur  dioxide  may  be  present. 

(2)  Color  additive  mixtures  for  food 
use  made  with  grape  skin  extract  (eno¬ 
cianina)  may  contain  only  those  diluents 
listed  in  this  subpart  sis  s^e  and  suitable 
in  color  sidditive  mixtures  for  coloring 
foods.  - 

(b)  Specifications.  Grape  skin  ex¬ 
tract  (enocianina)  shsdl  conform  to  the 
following  specifications: 

Pesticide  residues,  not  more  than  permitted 
In  or  on  grapes  by  regulations  prcwnulgated 
under  section  408  of  the  Federal  Pood, 
Drug,  and  Cosmetic  Act. 

Lead  (as  Pb),  not  more  than  10  parts  per 
mUllon. 

Arsenic  (as  As),  not  more  than  1  part  per 
million. 


(c)  Uses  and  restrictions.  Grape  skin 
extract  (enocianina)  may  be  safely  used 
for  the  coloring  of  still  and  carbonated 
drinks  and  ades,  beverage  bases,  and 
alctfliollc  beverages  subject  to  the  follow¬ 
ing  restrictions: 

(1)  It  may  not  be  used  to  color  foods 
for  which  standards  of  Identl^  have 
been  promulgated  imder  section  401  of 
the  act  unless  artificial  color  Is  author¬ 
ized  by  such  standards. 

(2)  Its  use  in  alcoholic  beverages  shall 
be  in  accordance  with  the  provisions  of 
Parts  4  and  5,  Title  27,  Code  of  Federal 
Regulations. 

(d)  Labeling  requirements.  The  label 
of  the  color  additive  and  any  mixtures 
prepared  therefrom  Intended  solely  or  in 
part  for  coloring  purposes  shall  conform 
to  the  requirements  of  §  70.25  of  this 
chapter.  The  common  or  usual  name  of 
the  color  additive  Is  “grape  skin  extract” 
followed,  if  desired,  by  “(enocianina)  ”. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.200  Synlhotic  iron  oxide. 

(a)  Identity.  (1)  The  color  additive 
synthetic  Iron  oxide  consists  of  any  one 
or  any  combination  of  symthetlcally  pre¬ 
pared  Iron  oxides.  Including  the  hydrated 
forms.  It  Is  free  from  admixture  with 
other  substances. 

(2)  Color  additive  mixtures  for  dog 
and  cat  food  use  made  with  synthetic 
Iron  oxide  may  contain  only  those 
diluents  that  are  suitable  and  that  are 
listed  in  this  subpart  as  safe  for  use  In 
color  additive  mixtures  for  coloring 
foods. 

(b)  Specifications.  Synthetic  iron  oxide 
shall  conform  to  the  following  specifica¬ 
tions,  all  on  an  “as  Is”  basis: 

Arsenic  (m  As),  not  more  than  6  parte  per 
million. 

Lead  (as  Pb),  not  more  than  20  parts  per 
mUllon. 

Mercury  (as  Hg),  not  more  than  3  parte  per 
mUllon. 

(c)  Uses  and  restrictions.  Synthetic 
Iron  oxide  may  be  safely  used  for  the 
coloring  of  dog  and  cat  foods  in  an 
amount  not  exceeding  0.25  percent  by 
weight  of  the  finished  food. 

(d)  Labeling  requirements.  The  label 
of  the  color  additive  and  any  mixture 
prepared  therefrom  intended  solely  or 
In  part  for  coloring  purposes  shall  con¬ 
form  to  the  requirements  of  S  70.25  of 
this  chapter. 

<e)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof 
are  .exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.2.30  Fruit  juice. 

(a)  Identity.  (1)  The  color  additive 
fruit  Juice  Is  the  concentrated  or  unc(m- 
centrated  liquid  expressed  fitxn  mature 
varieties  of  fresh,  edible  fruits,  or  is  a 
water  infusion  of  the  dried  fruit.  Tlie 
definition  of  fruit  Juice  in  this  paragraph 
Is  for  the  purpose  of  Identity  as  a  c<flor 
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additive  only  and  shall  not  be  construed 
as  a  standard  of  Identity  under  section 
401  of  the  act.  However,  where  a  stand¬ 
ard  of  Identity  for  a  particular  fruit 
juice  has  been  promulgate  under  section 
401  of  the  act,  it  shall  conform  to  such 
standard. 

(2)  Color  additive  mixtures  made  with 
fruit  juice  may  contain  as  diluents  only 
those  substances  listed  in  this  subpart 
as  safe  and  suitable  in  color  additive 
mixtures  for  coloring  foods. 

(b)  Uses  and  restrictions.  Fruit  juice 
may  be  safely  used  for  the  coloring  of 
foods  generally,  in  amounts  consistent 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  for  which  standards  of  identity 
have  been  promulgated  under  section  401 
of  the  act,  unless  the  use  of  added  color 
is  authorized  by  such  standards. 

(c)  Labeling.  The  color  additive  and 
any  mixtures  intended  solely  or  in  part 
for  coloring  purposes  prepared  there¬ 
from  shall  bear,  in  addition  to  the  other 
information  required  by  the  act,  labeling 
In  accordance  with  the  provisions  of 
§  70.25  of  this  chapter. 

(d)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re- 
quiremente  of  section  706fci  of  the  act. 

§  7J1.260  WfU'lablo  jiii«  r. 

(a)  Identity.  (1)  The  color  additive 
vegetable  juice  is  the  concentrated  or 
unconcentrated  liquid  expressed  from 
mature  varieties  of  fresh,  edible  vege¬ 
tables.  The  definition  of  vegetable  juice 
in  this  paragraph  is  for  the  purpose  of 
identity  as  a  color  additive  only,  and 
shall  not  be  construed  as  a  standard  of 
Identity  under  section  401  of  the  act. 
However,  where  a  standard  of  identity 
for  a  particular  vegetable  juice  has  been 
promulgated  under  section  401  of  the  act, 
it  shall  conform  to  such  standard. 

(2)  Color  additive  mixtures  made  with 
vegetable  juice  may  contain  as  diluents 
only  those  substances  listed  in  this  sub¬ 
part  as  safe  and  suitable  in  color  addi¬ 
tive  mixtures  for  coloring  foods. 

(b>  Uses  and  restrictions.  Vegetable 
juice  may  be  safely  used  for  the  color¬ 
ing  of  foods  generally,  in  amounts  con¬ 
sistent  with  good  manufacturing  prac¬ 
tice,  except  that  it  may  not  be  used  to 
color  foods  for  which  standards  of  iden¬ 
tity  have  been  promulgated  under  sec¬ 
tion  401  of  the  act,  unless  the  use  of 
added  color  is  authorized  by  such  stand¬ 
ards. 

(c>  Labeling.  The  color  additive  and 
any  mixtures  intended  solely  or  in  part 
for  coloring  purposes  prepared  there¬ 
from  shall  bear,  in  addition  to  the  other 
information  required  by  the  act.  labeling 
In  accordance  with  the  provisions  of 
i  70.25  of  this  chapter. 

(d)  Exemption  from  certification. 
Certification  of  this  color  aulditive  is 
not  necessary  for  the  protectkm  of  the 
public  health,  and  therefore  batches 
thereof  are  exempt  from  the  certification 
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requirements  of  section  706(c)  of  the 

act. 

§  73.273  Dried  algae  meal. 

(a)  Identity.  The  color  additive  dried 
algae  meal  is  a  dried  mixture  of  algae 
cells  (genus  Spongiococcum.  separated 
from  Its  culture  broth),  molasses,  com- 
steep  liquor,  and  a  maximum  of  0.3  per¬ 
cent  etlioxyquin.  The  algae  cells  are  pro¬ 
duced  by  suitable  fermentation,  under 
controlled  conditions,  from  a  pure  cul¬ 
ture  of  tlie  genus  Spongiococcum. 

(b)  Uses  and  restrictions.  The  color 
additive  dried  algae  meal  may  be  safely 
used  in  chicken  feed  in  accordance  anth 
the  following  prescribed  conditions: 

(1)  The  color  additive  is  used  to 
enhance  the  yellow  color  of  chicken  skin 
and  eggs. 

(2)  The  quantity  of  the  color  additive 
incorporated  in  the  feed  is  such  that  the 
finished  feed : 

(1)  Is  supplemented  suCBciently  with 
xanthophyll  and  associated  carotenoids 
so  as  to  accomplish  the  Intended  effect 
described  in  paragraph  (b)(1)  of  this 
section;  and 

(il)  Meets  the  tolerance  limitation  for 
ethoxyquin  in  animal  feed  prescribed  in 
§  573.380  of  this  chapter. 

(c)  Labeling.  The  label  of  the  color 
additives  and  any  premixes  prepared 
therefrom  shall  bear  in  addition  to  the 
information  required  by  $  70.25  of  this 
chapter. 

<1)  A  statement  of  the  concentrations 
of  xanthophyll  and  ethoxyquin  contained 
therein. 

(2)  Adequate  directions  to  provide  a 
final  product  complying  with  the  limita¬ 
tions  prescribed  in  paragraph  (b)  of  this 
section. 

(d)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  7.3.29.3  Tiigelo*  (  A»ler  iiiarisold)  nirul 
and  oxirai-l. 

(a)  Identity.  (1)  The  color  additive 
tagetes  (Aztec  marigold)  meal  Is  the 
dried,  ground  flower  petals  of  the  Aztec 
marigold  (Tagetes  erecta  L.)  mixed  with 
not  more  than  0.3  percent  ethoxyquin. 

(2)  The  color  additive  tagetes  (Aztec 
marigold)  extract  is  a  hexane  extract  of 
the  flower  petals  of  the  Aztec  marigold 
(Tagetes  erecta  L.).  It  is  mixed  with  an 
edible  vegetable  oil,  or  with  an  edible 
vegetable  oil  and  a  hydrogenated  edible 
vegetable  oil,  and  not  more  than  0.3 
percent  ethoxyquin.  It  may  also  be  mixed 
with  soy  flour  or  corn  meal  as  a  carrier. 

(b)  Specifications.  (1)  Tagetes  (Aztec 
marigold)  meal  is  free  from  admixture 
wdth  other  plant  material  from  Tagetes 
erecta  L.  or  frcwn  plant  material  or 
flowers  of  any  other  species  of  plants. 

(2)  Tagetes  (Aztec  marigold)  extract 
shall  be  prepared  from  tagetes  (Azetc 
marigold)  petals  meeting  the  specifica¬ 
tions  set  forth  in  paragraph  (b)(1)  of 
this  section  and  shall  conform  to  the 
following  additional  specifications: 


Melting  point _  53.5*-55.0*  C. 

Iodine  value _  132-145. 

Saponlflcstlon  value _  175-300. 

Acid  value _ 0.6O-UO. 

Titer  . . 35.5 '-ST  O*  C. 

Unsaponlflable  matter _ 23.0  percent-27.0 

percent. 

Hex.-ine  res^ldue _ Not  more  than  25 

p.p.m. 

All  determinations,  except  the  hexane 
residue,  shall  be  made  on  the  initial  ex¬ 
tract  of  the  flower  petals  (after  drying 
in  a  vacuum  oven  at  60*  C.  for  24  hours) 
prior  to  the  addltioii  of  the  oils  and  eth¬ 
oxyquin.  The  hexane  determination 
shall  be  made  on  the  color  additive  after 
the  addition  of  the  vegetable  oUs,  hy¬ 
drogenated  vegetable  oils,  and  ethoxy¬ 
quin. 

(c)  Uses  and  restrictions.  Tlie  color 
additives  tagetes  (Aztec  marigold)  meal 
and  extract  may  be  safely  used  in  chick¬ 
en  feed  In  accordance  with  the  following 
prescribed  conditions: 

(1)  The  color  additives  are  used  to 
enhance  the  yellow  color  of  chicken  skin 
and  eggs. 

(2)  The  quantity  of  the  color  additives 
Incorporated  in  the  feed  is  such  that 
the  finished  feed: 

(i)  Is  supplemented  sufficiently  with 
xanthophyll  and  associated  carotenoids 
so  as  to  accomplish  the  intended  effect 
described  in  paragraph  (c)(1)  of  this 
section;  and 

(il)  Meets  the  tolerance  limitation  for 
ethoxyquin  in  animal  feed  prescribed  in 
§  573.380  of  this  cliapter. 

(d)  Labeling  requirements.  The  label 
of  the  color  additives  and  any  premixes 
prepared  therefrom  shall  bear.  In  addi¬ 
tion  to  the  information  required  by 
§  70.25  of  this  chapter: 

(1)  A  statement  of  the  concentrations 
of  xanthophyll  and  ethoxyquin  contained 
therein. 

(2)  Adequate  directions  to  provide  a 
final  product  complying  with  the  limi¬ 
tations  prescribed  in  paragraph  (c)  of 
this  section. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  7.3. .300  Ciirrol  oil. 

(a)  Identity.  (1)  The  color  additive 
carrot  oil  Is  the  liquid  or  the  solid  portion 
of  the  mixture  or  the  mixture  Itself  ob¬ 
tained  by  the  hexane  extraction  of 
edible  carrots  (Daucus  carota  L.)  with 
subsequent  removal  of  the  hexane  by 
vacuum  distillation.  The  resultant  mix¬ 
ture  of  solid  and  liquid  extractives  con¬ 
sists  chiefly  of  oils,  fats,  waxes,  and  ca¬ 
rotenoids  naturally  occurring  in  carrots. 
The  definition  of  carrot  oil  in  this  para¬ 
graph  is  for  the  purpose  of  Identity  as 
a  color  additive  only  and  shall  not  be 
construed  as  setting  forth  an  official 
standard  for  cairot  oil  or  carrot  oleoresin 
under  section  401  of  the  act. 

(2)  Color  additive  mixtures  for  food 
use  made  with  carrot  oil  may  contain 
only  those  diluents  listed  in  this  subpart 
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as  safe  and  suitable  In  color  additive 
mixtures  for  coloring  foods. 

(b)  Specifications.  Carrot  oil  shall 
contain  no  more  than  25  parts  per  mll- 
llm  (A  hexane. 

(c)  Uses  and  restrictions.  Carrot  oil 
may  be  safely  used  for  coloring  foods 
generally.  In  amounts  consistent  with 
good  manufacturing  practice,  except  that 
it  may  not  be  used  to  color  foods  for 
which  standards  of  identity  have  been 
pnxnulgated  under  section  401  of  the 
act  unless  the  use  of  added  color  is  au¬ 
thorized  by  such  standards. 

(d)  Labeling  requirements.  The  label 
of  the  color  additive  and  any  mixtures 
prepared  therefrom  Intended  solely  or  in 
part  for  coloring  purposes  shall  conform 
to  the  requirements  of  §  70.25  of  this 
chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  Is  not  nec¬ 
essary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.315  Corn  rndosprmi  oil. 

(a)  Identity.  (1)  The  color  additive 
com  endosperm  oil  Is  a  reddish-brown 
liquid  comixised  chiefly  of  glycerides, 
fatty  acids,  sitosterols,  and  carotenoid 
pigments  obtained  by  Isopropyl  alcohol 
and  hexane  extraction  from  the  gluten 
fraction  of  yellow  corn  grain.  The  defi¬ 
nition  of  corn  endosperm  oil  in  this  para¬ 
graph  Is  for  the  purpose  of  definition  as 
a  color  additive  only  and  shall  not  be 
construed  as  a  food  standard  of  identity 
under  section  401  of  the  act. 

(2)  Color  additive  mixtures  for  food 
use  made  with  com  endosperm  oil 
may  contain  only  those  diluents  listed  In 
this  subpart  as  safe  and  suitable  in  color 
additive  mixtures  for  coloring  foods. 

(b)  Specifications.  Com  endosperm 
oil  conforms  to  the  following  specifica¬ 
tions: 

Total  fatty  acids,  not  less  than  85  percent. 
Iodine  value,  118  to  134. 

Saponification  value,  165  to  185. 
Unsaponlfiable  matter,  not  more  than  14  per¬ 
cent. 

Hexane,  not  more  than  25  parts  per  million. 
Isopropyl  alcohol,  not  more  than  100  parts 

per  million. 

(c)  Uses  and  restrictions.  The  color 
additive  com  endosperm  oil  may  be 
safely  used  In  chicken  feed  in  accordance 
with  the  following  prescribed  conditions: 

(1)  The  color  additive  is  used  to  en¬ 
hance  the  yellow  color  of  chicken  skin 
and  eggs. 

(2)  The  quantity  of  the  color  additive 
Incorporated  In  the  feed  is  such  that  the 
finished  feed  is  supplemented  sufBclently 
with  xanthophyll  and  associated  carot¬ 
enoids  so  as  to  accomplish  the  Intended 
effect  described  in  paragraph  (c)(1)  of 
this  section. 

(d)  Labeling  requirements.  The  label 
of  the  color  additive  and  any  premixes 
prepared  therefrom  shall  bear,  in  addi¬ 
tion  to  the  information  required  by 
I  70J25  of  this  chapter,  a  statem^t  of 
the  concentration  of  xanthophyll  con¬ 
tained  therein. 


(e)  Exemption  fnm  eerttficatkm. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  7()6(c)  of  the  act. 

§  73.340  Paprika. 

(a)  Identity.  (1)  The  color  additive 
paprika  is  the  ground  dried  pod  of  mild 
capsicum  {Capsicum  annuum  L.).  The 
definition  of  paprika  In  this  paragraph 
is  for  the  purpose  of  Identity  as  a  color 
additive  only  and  shall  not  constmed 
as  setting  forth  an  ofBcial  standard  for 
paprika  under  section  401  of  the  act. 

(2)  Color  additive  mixtures  made 
with  paprika  may  contain  as  diluents 
only  those  substances  listed  in  this  sub¬ 
part  as  safe  and  suitable  in  color  addi¬ 
tive  mixtures  for  coloring  foods. 

(b)  Uses  and  restrictions.  Paprika 
may  be  safely  used  for  the  colorW  of 
foods  generally.  In  amounts  consistent 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  for  which  standards  of  Identity 
have  been  promulgated  imder  section 
401  of  the  act,  unless  the  use  of  added 
color  is  authorized  by  such  standards. 

(c)  Labeling.  The  color  additive  and 
any  mixtures  intended  solely  or  In  part 
for  coloring  purposes  prepared  there¬ 
from  shall  bear.  In  addition  to  the  other 
information  required  by  the  act,  label¬ 
ing  in  accordance  with  the  provisions  of 
§  70.25  of  this  chapter. 

(d)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  7.3.343  Paprika  oleoresin. 

(a)  Identity.  (1)  The  color  additive 
paprika  oleoresln  Is  the  combination  of 
flavor  and  color  principles  obtained  from 
paprika  {Capsicum  annuum  L.)  'by  ex¬ 
traction,  using  any  one  or  a  combina¬ 
tion  of  the  following  solvents: 

Acetone.  Isopropyl  alcohol. 

Ethyl  alcohol.  Methyl  alcohol. 

Ethylene  dichlorlde.  Methylene  chloride. 
Hexane.  Trichloroethylene. 

The  definition  of  paprika  oleoresin  in 
this  paragraph  Is  for  the  purpose  of  iden¬ 
tity  as  a  color  additive  only,  and  shall 
not  be  construed  as  setting  forth  an 
official  standard  for  paprika  oleoresin 
under  section  401  of  the  act. 

(2)  Color  additive  mixtures  made 
with  paprika  oleoresin  may  contain  as 
diluents  only  those  substances  listed  In 
this  subpart  as  safe  and  suitable  in  color 
additive  mixtures  for  coloring  foods. 

(b)  Specifications.  -Paprika  oleoresin 
shall  contain  no  more  residue  of  the 
solvents  listed  In  paragraph  (a)  (1)  of 
this  section  than  is  permitted  of  the  cor¬ 
responding  solvents  In  spice  oleoresins 
under  applicable  food  additive  regula¬ 
tions  in  Parts  170  through  189  of  this 
chapter. 

(c)  Uses  and  restrictions.  Paprika 
oleoresin  may  be  safely  used  for  the 
coloring  of  foods  generally  hi  amounts 


consistent  with  good  manufacturing 
practlee,  except  thAt  It  may  not  be  used 
to  eoior  foods  for  which  standards  of 
identity  have  been  prosuilgated  under 
section  401  of  the  act,  unless  the  use  of 
added  color  Is  authcxiaed  by  such 
standards. 

(d^  Labeling.  The  color  additive  and 
any  mixtures  intended  solely  or  in  part 
for  coloring  purposes  prepared  there¬ 
from  shall  bear.  In  addition  to  the  other 
Information  required  by  the  act,  label¬ 
ing  in  accordance  with  the  provisions 
of  §  70.25  of  this  chapter. 

(e)  Exemption  from  certification.  Cer- 
tificati(m  of  this  coku*  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  sectiim  706(c)  of  the  act. 

§  73.450  Riboflavin. 

(a)  Identity.  (1)  The  color  additive 
riboflavin  is  the  riboflavin  defined  in  the 
Pood  Chemicals  Codex,  First  Edition, 
Publication  1406  (1966),  National  Acad¬ 
emy  of  Sciences — ^National  Research 
Council,  Washington,  D.C. 

(2)  Color  additive  mixtures  made  with 
riboflavin  may  contain  as  diluents  only 
those  substances  listed  In  this  subpart 
as  safe  and  suitable  for  use  in  color  addi¬ 
tive  mixtures  for  coloring  foods. 

(b)  Specifications.  ‘Riboflavin  shall 
meet  the  specifications  given  in  the  Pood 
Chemicals  Codex. 

(c)  Uses  and  restrictions.  Riboflavin 
may  be  safely  used  for  tlie  coloring  of 
foods  generally,  in  amounts  consistent 
with  good  manufacturing  practice;  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  for  which  standards  of  identity 
have  been  promulgated  under  section  401 
of  the  act,  unless  the  use  of  added  color 
is  authorized  by  such  standards. 

(d)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  §  70.25  of  this  ch£u>ter. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c’>  of  the  act. 

§  73. .>00  Saffrun. 

(a)  Identity.  (1)  The  color  additive 
saffrcm  is  the  dried  stigma  of  Crocus 
sativus  L.  The  deflnitlOTi  of  saffron  in 
this  paragraph  is  for  the  purpose  of 
identity  as  a  color  additive  only,  and 
shall  not  be  construed  as  setting  forth 
an  official  standard  for  saffron  under 
section  401  of  the  act. 

(2)  Color  additive  mixtures  made  with 
saffnm  may  contain  as  diluents  only 
those  substances  listed  in  this  subpart 
as  safe  and  suitable  in  color  additive 
mixtures  for  coloring  foods. 

(b)  Uses  and  restrictions.  Saffron 
may  be  safely  used  for  the  coloring  of 
foods  generally,  in  amounts  consistent 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  for  which  standards  of  identity 
have  been  promulgated  under  sectlcm  401 
of  the  act,  imless  the  use  of  added  color 
is  authorized  by  such  standards. 
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(c)  Labeling.  Tlie  color  additive  and 
any  mixtures  Intended  solely  or  In  part 
for  coloring  purposes  prepared  therefrom 
shall  bear,  in  addition  to  the  other  infor¬ 
mation  required  by  the  act,  labeling  in 
accordance  with  the  provisions  of  5  70.25 
of  this  chapter. 

(d)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.. 175  Tilanium  dioxid*-. 

(a)  Identity.  (1)  The  color  additive 
titanium  dioxide  is  synthetically  pre¬ 
pared  TiOs,  free  from  admixture  with 
other  substances. 

(2)  Color  additive  mixtures  for  food 
use  made  with  titanium  dioxide  may 
contain  only  those  diluents  that  are  suit¬ 
able  and  that  are  listed  in  this  subpart 
as  safe  in  color  additive  mixtures  for 
coloring  foods,  and  the  following:  Silicon 
dioxide,  SiOi  and/or  aliuninum  oxide, 
Al^O...  as  dispersing  aids — not  more  than 
2  percent  total. 

(b)  Specifications.  Titanium  dioxide 
shall  conform  to  the  following  specifi¬ 
cations: 

Lead  (a-s  Pb),  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  1  part  per 
mUllon. 

Antimony  (as  Sb),  not  more  than  2  parts 
per  million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Loss  on  Ignition  at  800*  C.  (after  drying  for 
3  hours  at  106*  C.) ,  not  more  than^O.6  per¬ 
cent. 

Water  soluble  substances,  not  more  than  0.3 
percent. 

Acid  soluble  substances,  not  more  than  0.5 
percent. 

TIO^  not  less  than  99.0  percent  after  drying 
for  3  hours  at  106°  C. 

Lead,  arsenic,  and  antimony  shall  be  de¬ 
termined  in  the  solution  obtained  by  boil¬ 
ing  10  grams  of  the  titanium  dioxide  for 
15  minutes  in  50  milliliters  of  0.5iV  hydro¬ 
chloric  acid. 

(c)  Uses  arid  restrictions.  The  color 
additive  titanium  dioxide  may  be  safely 
used  for  coloring  foods  generally,  subject 
to  the  following  restrictions : 

(1)  The  quantity  of  titanium  dioxide 
does  not  exceed  1  percent  by  weight  of 
the  food. 

(2)  It  may  not  be  used  to  color  foods 
for  which  standards  of  identity  have  been 
promulgated  under  section  401  of  the  act 
unless  added  color  is  authorized  by  such 
standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  intended  solely 
or  in  part  for  coloring  purposes  prepared 
therefrom  shall  conform  to  the  require¬ 
ments  of  S  70.25  of  this  chapter. 

( e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 


§  73.600  Turmeric. 

(a)  Identity.  (1)  The  color  additive 
turmeric  is  the  ground  rhizome  of  Cur¬ 
cuma  longa  L.  The  definition  of  turmeric 
in  this  paragraph  is  for  the  purpose  of 
identity  as  a  color  additive  only,  and 
shall  not  be  construed  as  setting  forth 
an  official  standard  for  turmeric  under 
section  401  of  the  act. 

(2)  Color  additive  mixtures  made  with 
tui-meric  may  contain  as  diluents  only 
those  substances  listed  in  this  subpart  as 
safe  and  suitable  in  color  additive  mix¬ 
tures  for  coloring  foods. 

(b)  Uses  and  restrictions.  Turmeric 
may  be  safely  used  for  the  coloring  of 
foods  generally,  in  amounts  consistent 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  for  which  standards  of  identity 
have  been  promulgated  under  section  401 
of  the  act,  unless  the  use  of  added  color 
is  authorized  by  such  standards. 

(c>  Labeling.  The  color  additive  and 
any  mixtures  intended  solely  or  in  part 
for  coloring  purposes  prepared  there¬ 
from  shall  bear,  in  addition  to  the  other 
information  required  by  the  act,  labeling 
in  accordance  with  ^e  provisions  of 
§  70.25  of  this  chapter, 

(d)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  7.3. #15  Tiirnierir  olrore!>in. 

(a)  Identity.  (1)  The  color  additive 
turmeric  oleoresin  is  the  combination  of 
flavor  and  color  principles  obtained  from 
turmeric  (Curcuma  longa  L.)  by  extrac¬ 
tion  using  any  one  or  a  combination  of 
the  following  solvents : 

Acetone.  Isopropyl  alcohol. 

Ethyl  alcohol.  Methyl  alcohol. 

Ethylene  dlchlorlde.  Methylene  chloride. 
Hexane.  Trichloroethylene. 

The  definition  of  turmeric  oleoresin  in 
this  paragraph  is  for  the  purpose  of  iden¬ 
tity  as  a  color  additive  only,  and  shall 
not  be  construed  as  setting  forth  an  of¬ 
ficial  standard  for  turmeric  oleoresin  un¬ 
der  section  401  of  the  act. 

(2)  Color  additive  mixtures  made  with 
turmeric  oleoresin  may  contain  as  dilu¬ 
ents  only  those  substances  listed  in  this 


subpiart  as  safe  and  suitable  in  color  ad¬ 
ditive  mixtures  for  coloring  foods. 

(b)  Specifications.  Turmeric  oleores¬ 
in  shall  contain  no  more  residue  of  the 
solvents  listed  under  paragraph  (a)(1) 
of  this  section  than  is  permitted  for  the 
corresponding  solvents  in  spice  oleoresins 
under  applicable  food  additive  regula¬ 
tion  in  Parts  170  through  189  of  this 
chapter. 

(c)  Uses  and  restrictions.  Turmeric 
oleoresin  may  be  safely  used  for  the  col¬ 
oring  of  foods  generally,  in  amounts  con¬ 
sistent  with  good  manufacturing  prac¬ 
tice,  except  that  it  may  not  be  used  to 
color  foods  for  which  standards  of  iden¬ 
tity  have  been  promulgated  under  section 
401  of  the  act.  unless  the  use  of  added 
color  is  authorized  by  such  standards. 

(d)  Labeling.  The  color  additive  and 
any  mixtures  intended  solely  or  in  part 
for  coloring  purposes  prepared  therefrom 
shall  bear,  in  addition  to  the  other  in¬ 
formation  required  by  the  act.  labeling 
in  accordance  with  the  provisions  of 
§  70.25  of  this  chapter. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary,  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

Subpart  B — Drugs 

§  73.1601  Diluent'*  in  rulur  H«1(lili\e 
niixlurc!*  for  drug  ii>e  rxenipi  from 
reiiifiealion. 

The  following  diluents  may  be  safely 
used  in  color  additive  mixtures  that  are 
exempt  from  certification  and  which  are 
to  be  used  for  coloring  drugs,  subject  to 
the  condition  that  each  straight  color  in 
the  mixture  has  been  exempted  from  cer¬ 
tification  or.  if  not  so  exempted,  is  from 
a  batch  that  has  previously  been  certified 
and  has  not  changed  in  composition  since 
certification.  Such  listing  of  diluents  is 
not  to  be  construed  as  superseding  any  of 
the  other  cequirements  of  the  Federal 
Pood,  Drug,  and  Cosmetic  Act  with  re¬ 
spect  to  drugs,  including  new  drugs.  If 
a  definition  and  specification  for  a  par¬ 
ticular  diluent  is  not  set  forth  in  this 
subpart,  the  material  shall  be  of  a 
piuity  consistent  with  its  Intended  use. 

(a)  Ingested  drugs — (1)  General  use. 
Diluents  listed  in  §  73.1(a)  and  the  fol¬ 
lowing: 


Suhstancf* 


Peflnitions  and  si>eci  float  ions 


Alooliol.  s{)ooially  denatureil . ks  set  forth  in  2fl  CFR,  pt.  212 . As  set  fort  i  in  26  CFR,  pt.  211. 

Cetyl  alcohol . . . As  set  forth  ill  N.F.  XI . . 

Isopropyl  alcohol . . . In  color  coatings  for  phannaceutical 

forms,  no  residue. 

Polyoxyethylene  (201  sorbitan  mono-  As  set  forth  in  sec.  172.836  of  this 
stearate  (Polysorbate  601.  chapter. 

Polyoxyethylene  (20)  sorbitan  tri-  As  set  forth  in  sec.  172.838  of  this 
stearate  (Polysorbate  65).  chapter. 

Polysorbate  9ii . . . As  set  forth  in  sec.  172.840  of  this 

chapter. 

PolyTinyl-pyrroIidone . As  set  forth  In  sec.  173.55  of  this 

chapter. 

Sorbitan  monooleate . . . - 

Sorbitan  monostearate . As  sM  forth  in  sec.  172.842  of  this 

chapter. 

Sorbitan  trioleate . . . — 
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(2)  Special  use:  Mcs  for  hranding 
ptmrmaceutieal  forms.  Items  Usted  In 
paragrai^  (a)(1)  of  this  section,  §  73.1 

(b)  (1)  (1).  and  the  following: 

Ethyl  lactate. 

Polyoxyethylene  sorbitan  monolaurate  (20) . 

(b)  Externally  appUed  drugs.  Dilu¬ 
ents  listed  In  paragraph  (a)(1)  of  this 
section  and  the  following: 

Definitions  and 
SubstaTices  specifications 

Benzyl  alcohol _  As  set  forth  In  N.F.  XI. 

Ethyl  cellulose _  As  set  forth  In  f  172.868 

of  this  chapter. 

Hydroxyethyl  - 

ceUulose. 

Eydroxypropyl  As  set  forth  In  {  172.870 

cellulose.  of  this  chapter. 

§  73.1010  Alumina  (dried  aluminum 
hydroxide). 

(a)  Identity.  (1)  The  color  additive 
alumina  (dried  aluminum  hydroxide)  Is 
a  white,  odorless,  tasteless,  amoiphous 
powder  consisting  essentially  of  alumi¬ 
num  hydroxide  (A1^>*X  HiO) . 

(2)  Color  additive  mixtures  for  drug 
use  made  with  alumina  (dried  aluminum 
hydroxide)  may  contain  only  those  dllu- 
oits  listed  In  this  subpart  as  safe  and 
suitable  for  use  In  color  additive  mix¬ 
tures  for  coloring  drugs. 

(b)  Specifications.  Alumina  (dried 
aluminum  hydroxide)  shall  c(mform  to 
the  following  specifications: 

AekUty  or  alkalinity:  Agitate  1  gram  of  the 
color  additive  with  26  mlllillterB  of  water 
and  filter.  The  filtrate  shall  be  neutral  to 
Utmiu  paper. 

Matter  lnsol\fi>le  In  dilute  hydrochloric  add, 
not  more  than  Ofi  percent. 

Lead  (as  Pb),  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  1  part  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Aluminum  oxide  (AliOa),  not  lees  than  60 
percent. 

(c)  Uses  and  restrictions.  Alumina 
(dried  aluminum  hydroxide)  may  be 
safely  used  In  amounts  consistent  with 
good  manufacturing  practice  to  c<^r 
drugs  generally. 

(d)  Labeling  requirements.  Ihe  label 
of  the  color  additive  and  of  any  mixtures 
prepared  ther^nun  Intended  solely  or  In 
part  for  C(dOTlng  purposes  shall  conform 
to  the  requirements  of  i  70.25  of  this 
chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  therecrf 
are  exdnpt  from  the  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.1013  Chromium-coball-aluminuin 
oxide. 

(a)  Identity.  The  color  additive  chro¬ 
mium-cobalt-aluminum  oxide  is  a  blue- 
green  pigment  obtained  by  calcining  a 
mixture  of  chromium  oxide,  cobalt  car¬ 
bonate,  and  aluminum  oxide.  It  may  con¬ 
tain  small  amounts  (less  than  1  percent 
each)  of  oxides  of  barium,  boron,  silicon, 
and  nickel. 


(b)  Specifications.  Chromlum-oobalt- 
alumlnum  oxide  shall  conform  to  the 
following  specifications: 

Chromium,  calculated  as  Crfi^  94-37  per¬ 
cent. 

Cobalt,  calculated  aa  CoO,  29-94  percent. 
Aluminum,  calculated  as  AI^O,.  29-36  per¬ 
cent. 

Lead  (as  Pb),  not  more  than  30  parts  per 
mUlion. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Total  oxides  of  alumlniun,  chrcxnlum,  and 
cobalt  not  less  than  97  percent- 

Lead  and  arsenic  shall  be  determined  In 
the  solution  obtained  by  boiling  10  grams 
of  the  chromlum-cobalt-alumlnum  oxide 
for  15  minutes  in  50  milliliters  of  0.5  N 
hydrochloric  acid. 

(c)  Uses  and  restrictions.  The  color 
additive  chromlum-cobalt-alumlnum  ox¬ 
ide  may  be  safely  used  for  coloring  linear 
polyethylene  surgical  sutures,  U£J*.,  for 
use  in  general  surgery,  subject  to  the  fol¬ 
lowing  restrictions: 

(1)  For  coloring  procedure,  the  color 
additive  is  blended  with  the  polyethylene 
resin.  The  mixture  Is  heated  to  a  tem¬ 
perature  of  500*-550*  F.  and  extruded 
through  a  fixed  orifice.  The  filaments  are 
cooled,  oriented  by  drawing,  and  set  by 
annealing. 

(2)  Ihe  quantity  at  the  color  additive 
does  not  exceed  2  percent  by  welidit  of 
the  suture  material. 

(3)  The  dyed  suture  shall  conlorm  In 

all  respects  to  the  requirements  of  the 
UJ5J>.  ♦ 

(4)  When  the  sutures  are  used  for 
the  purpose  specified  In  their  labdlng, 
there  is  no  mlip*atlon  of  the  color  addi¬ 
tive  to  the  surrounding  tissue. 

(5)  If  the  suture  is  a  new  drug,  an 
approved  new  drug  application,  pursuant 
to  section  505  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act,  Is  In  effect  for  it. 

(d)  Labeling.  The  label  of  the  color 
additive  shall  cemform  to  the  require¬ 
ments  of  i  70.25  of  this  chapiter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  o(dor  addlUve  Is  not 
necessary  for  the  proteetkm  of  the  pub¬ 
lic  health,  and  batches  thereof  are  ex- 
emgfi  from  the  certification  requirements 
of  section  706(c)  of  the  act. 

§  73.1023  Frrric  ammoninm  citrate. 

(a)  Identity.  The  color  additive  ferric 
anmumium  citrate  consists  of  complex 
chelates  prepared  by  the  Interaction  of 
ferric  hydroxide  with  citric  acid  In  the 
presence  of  ammonia.  The  complex  che¬ 
lates  occur  In  brown  and  green  forms, 
are  deliquescent  In  air,  and  are  reducible 
by  light. 

(b)  Specifications.  Ferric  ammonium 
citrate  shall  conform  to  the  following 
specifications  and  shall  be  free  from  Im¬ 
purities  other  than  thOM  named  to  the 
extent  that  such  Impurities  may  be 
avoided  by  good  manufacturing  puractice: 

Iron  (M  F») .  not  less  than  14.6  percent  and 
not  moiw  than  18.6  p>ercent. 

Lead  (as  Fb) ,  not  more  than  20  p/m. 

Areenlc  (as  As) ,  not  more  than  3  p/m. 

(c)  Uses  and  restrictions.  Ferric  am¬ 
monium  citrate  may  be  safely  used  In 


combination  with  piyrogaU<^  (as  listed  In 
S  73.1375),  for  coloring  plain  and 
chromic  esdgut  sutures  foy  use  In  general 
and  ophthalmic  surgery  subject  to  the 
following  conditions: 

(1)  The  dyed  suture  shall  conform  In 
all  respiects  to  the  requirements  of  the 
U.S.P. 

(2)  The  level  of  the  ferric  ammonium 
citrate-pyrogallol  complex  shall  not  ex¬ 
ceed  3  p)ercent  of  the  total  weight  of  the 
suture  material. 

(3)  When  the  sutures  are  used  for  the 
purposes  specified  in  their  labeling,  there 
is  no  migration  of  the  color  additive  to 
the  surrounding  tissue. 

(4)  If  the  suture  Is  a  new  drug,  an 
approved  new  drug  application,  pursu¬ 
ant  to  section  505  of  the  act,  is  In  effect 
for  It. 

(d)  Labeling.  The  labeling  of  the  color- 
addltlve  shall  conform  to  the  require¬ 
ments  of  {  70.25  of  this  chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health  and  therefore  batches  thereof 
are  exempt  from  the  requirements  of  sec¬ 
tion  706(c)  of  the  act. 

(Bee.  706(b)(1),  (e)(2),  (d);  74  Stet.  399, 
402-403;  21  UJ3.C.  976  (b)(1),  (c)(2),  (d).) 

§  73.1030  Annatto  extract. 

(a)  Identity  and  specifications.  (1) 
The  color  additive  annatto  extract  shall 
conform  In  Identity  and  sp)eclficatlons  to 
the  requirements  of  f  73.30(a)(1)  and 
(b). 

(2)  Ctfior  additive  mixtures  for  drug 
use  made  with  annatto  extract  may  con¬ 
tain  only  those  dlluoits  that  are  suitable 
and  that  are  listed  in  this  subpart  as 
safe  In  color  additive  mixtures  for  color¬ 
ing  Ingested  drugs. 

(b)  Uses  and  restrictions.  The  color 
additive  annatto  extract  may  be  used  tar 
coloring  Ingested  drugs  generally  In 
amounts  consistent  with  good  manufac¬ 
turing  practice. 

(c)  Labeling.  The  label  of  the  color 
additive  tmd  any  mixtures  prepared 
therefrom  and  Intended  solely  or  In  part 
for  coloring  pnuposes  shall  conform  to 
the  requirements  of  8  70.25  of  this  chap¬ 
ter.  Labels  Shan  bear  Information  show¬ 
ing  that  the  color  Is  derived  from 
annatto  seed.  The  r^uirements  of  8  70.25 
(a)  of  this  chapter  that  aU  Ingredients 
shall  be  listed  by  name  shaU  not  be  con¬ 
strued  as  requiring  the  declaration  of 
residues  oi  solvents  listed  In  8  73.S0(a) 
(1)  (11)  of  this  diapter. 

(d)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  73.1070  Cjilciuni  carbonate. 

(a)  Identity.  (1)  The  color  additive 
calcium  carbonate  Is  a  fine,  white,  syn¬ 
thetically  prepared  powder  consisting  es¬ 
sentially  of  precii^tated  calcium  carbo¬ 
nate  (CaCOt). 

(2)  Color  additive  mixtures  for  drug 
use  made  with  calcium  carbonate  may 
contain  only  those  diluents  listed  In  this 


FEOEXAL  REGISTEI,  VOL  42,  NO.  55 — ^TUESDAY,  MARCH  22,  1977 


RULES  AND  REGULATIONS 


15651 


Bubpart  as  safe  and  sultaUe  for  nse 
In  color  additive  mixtures  for  coloring 
drugs. 

(b)  Specifications.  Cakliun  carbonate 
shall  meet  the  specifications  for  pre¬ 
cipitated  calcium  carbonate  in  the  U.&P. 

(c)  Uses  and  restrictions.  Calcium 
carbonate  may  be  safely  used  in  amounts 
consistent  with  good  manufacturing 
practice  to  color  drugs  generally. 

(d)  Labeling  reqviremcnis.  Tire  label 
of  the  color  additive  and  of  any  mixtu^ 
prermred  therefrom  intended  solely  or  in 
p>art  for  coloring  purposes  shall  conform 
to  the  requirements  of  {  70.25  of  this 
chapter. 

(e)  Exemption  from  certification.  Cer- 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  70G(c)  of  the  act. 

§  73.1075  Qiiitliuxiinthin. 

(a)  Identity  and  specificaiioas.  (1) 
The  color  additive  canthaxsmthin  shall 
conform  in  identity  and  specifications  to 
the  requirements  of  §  73.75(a)(1)  and 

(b). 

(2)  Color  additive  mixtures  for  in¬ 
gested  drug  use  made  with  canthaxan- 
thln  may  contain  only  those  diluents  that 
are  suitable  and  that  are  listed  in  this 
subpiart  as  safe  in  color  additive  mixtures 
for  coloring  ingested  drugs. 

(b)  Uses  and  restrictions.  Canthaxan- 
thin  may  be  ssdely  used  for  coloring  in¬ 
gested  drugs  generally’  in  amounts  con¬ 
sistent  with  good  manufacturing 
practice. 

(c)  Labeling  requirements.  The  label 
of  the  color  additive  and  of  any  mixtures 
prepared  therefrom  intended  solely  or  in 
part  for  c(^rlng  purposes  shall  cc^orm 
to  the  requirements  of  §  70.25  of  this 
chapter. 

(d)  Exemption  from  certification.  Cer- 
tificaticn  of  this  color  additive  is  not  nec¬ 
essary  for  tile  protection  of  the  public 
health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re¬ 
quirements  of  section  706<c)  of  the  act. 

§  73.1085  Caramel. 

(a)  Identity  and  specifications.  (1) 
The  ooior  additive  caramel  shall  con- 
fonn  in  identity  and  specifications  to  the 
requirements  of  §  73.85(a)  (1),  (2),  and 
(3)  and  (b). 

(2)  The  diluents  in  color  additive  mix¬ 
tures  for  drug  use  containing  caramel 
shall  be  limited  to  those  listed  in  this 
subpart  as  safe  and  suitable  In  color 
additive  mixtures  for  coloring  drugs. 

(b)  Uses  and  restrictions.  Caramel 
may  be  used  for  coloring  ingested  and 
topically  applied  drugs  generally  in 
amounts  consistent  with  good  manufac¬ 
turing  practice. 

(c)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health  and  therefore  batches  thereof 
are  exempt  from  the  certification  re- 
(luirement  of  section  708(c)  of  the  act. 

§  73.1095  ;)-CaraSai(*. 

(a)  Identity  and  specifications.  (1) 
The  color  additive  p-carotene  shall  con¬ 


form  In  identity  and  specifications  to  the 
requirements  of  fT3.05(a><l)  and  (b). 

(2)  The  diluents  in  color  additive 
mixtures  for  drug  use  containing  ^-car¬ 
otene  are  limited  to  those  listed  in  this 
subpart  as  safe  and  sultaUe  in  color 
additive  mixtures  for  cdortng  Ingested 
drugs. 

(b)  Uses  and  restrictions.  ;5-Carotene 
may  be  used  for  coloring  ingested  drugs 
generally  in  amounts  consistent  with 
good  manufacturing  practice. 

(c)  Labeling  requirements.  The  la¬ 
beling  of  the  color  additive  and  any  mix¬ 
tures  intended  solely  or  In  part  for 
coloring  purposes  prepared  therefrom 
shall  conform  to  toe  requirements  of 
§  70.25  of  this  chapter. 

<d)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
nece.ssary  for  the  protection  of  toe  public 
health,  and  therefore  batches  thereof 
are  exempt  from  the  certification  re- 
quu'ements  of  section  706(c)  of  the  act. 

§  73.1100  Coriiincjl  cxlrat'l;  rarmtac. 

(a)  Identity  and  specifications.  (1) 
The  color  additives  cochineal  extract  and 
carmine  shall  conform  in  identity  and 
specifications  to  the  requirements  of 
§  73.100(a)  (1)  and  (2)  and  (b). 

(2)  Color  additive  mixtures  for  drug 
use  made  with  carmine  and  cochineal 
extract  may  contain  only  those  diluents 
that  are  sviitable  and  that  are  listed  In 
this  subpart  as  safe  in  color  additive 
mixtures  for  coloring  drugs. 

(b)  Uses  and  restrictions.  Cochineal 
extract  and  carmine  may  be  safely  used 
for  coloring  Ingested  and  externally  ap¬ 
plied  drugs  in  amounts  consistent  adth 
good  manufacturing  practice. 

(c)  Labeling  requirements.  Tlie  label 
of  the  color  additives  and  any  mixtures 
Intended  solely  or  In  part  for  coloring 
purposes  prepared  therefrom  shall  con¬ 
form  to  the  requirements  of  §  70.25  of 
this  chapter. 

(d)  Exemption  from  certification.  Cer¬ 
tification  of  these  color  additives  is  not 
necessary  for  the  protection  of  toe  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  toe  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.1125  PoUi»MaHi  Mdtam  coftpor 
rlilorop>hllin  (rhlorophyllin-rwpprr 
roaiplcx). 

(a)  Identity.  (1)  The  color  additive 
potassium  sodium  copper  chloroptayllin  is 
a  green  to  black  powder  obtained  from 
chlon)ph3rll  by  replacing  the  methyl  and 
phytyl  ester  groups  with  alkali  and  re¬ 
plying  the  magnesitun  with  coiHier.  The 
source  of  the  chlorophyll  is  dehydrated 
alfalfa. 

(2)  Color  additive  mixtares  for  drug 
use  made  with  potassium  sodium  copper 
chlorophylUn  may  contain  only  those 
diluents  that  are  suitable  and  that  are 
listed  In  this  subpart  as  safe  for  use  in 
col<M'  additive  mixtures  for  coloring 
drugs. 

(b)  Specifications.  Potassliun  sodium 
copper  ChlorophylUn  shall  confonn  to 
the  following  spedflcatlons  and  be 
free  from  tmpinitles  other  thaw  those 
named  to  the  extent  that  such  otiier 


impurities  may  be  avoided  by  good  man¬ 
ufacturing  practice: 

l^qjsturc,  not  more  than  6.0  percent. 

Nitrogen,  not  more  than  5.0  percent. 
pH  of  1  percent  aotatlon.  •  to  11. 

Total  copper,  not  lees  than  4  percent  and  not 
more  titan  6  percent. 

Tree  copper,  not  more  tban  OiiS  percent. 

Iron,  not  more  ttian  0.6  percent. 

Lead  (as  Pb),  not  more  titan  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  5  parts  per 
million. 

Ratio,  absorbance  at  405  m<i  to  absorbance 
at  630  mu,  not  less  than  8.4  and  not  more 
than  3  9. 

Total  color,  not  less  than  75  percent. 

(c)  Uses  and  restrictions.  Potassium 
sodium  copper  chlorophylUn  maj*  be 
safely  used  for  coloring  dentifrices  that 
are  drugs  at  a  level  not  to  exceed  0.1  per¬ 
cent.  Authorization  for  this  use  sliaU  not 
be  construed  as  waiving  any  of  the  re¬ 
quirements  of  sectimi  505  of  tlie  act  witli 
respect  to  toe  drug  in  which  it  is  used. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  confonn  to  toe 
requirements  of  §  70.25  of  this  chapter. 

(e)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary’  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706<c)  of  the  yt. 

§  73.1150  DiL)  Jruxyact'tonc. 

<a)  Identity.  <  1>  TTie  color  additive  di- 
hydroxyacetone  te  l,3-dlhydra\y-2-pro- 
panone. 

(2)  Color  additive  mixtures  for  drug 
use  made  with  dlhydroxyacetone  may 
contain  only  those  diluents  that  are 
listed  in  this  subpart  as  safe  and  suit¬ 
able  in  color  additive  mixtures  for  color¬ 
ing  externally  -applied  drugs. 

(h)  Specifications.  Dlhydroxyacetone 
shaU  co^orm  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  impurities  may  be  avoided  by 
good  manufacturing  prytice:  , 

Volatile  matter  (at  34.6*  C.  for  3  hours  at  a 
pressiire  of  not  more  than  30  mm.  mer¬ 
cury)  ,  not  more  tban  OA  percent. 

He&ldue  on  Ignition,  not  more  tban  0.4  per¬ 
cent. 

Lead  (as  Pb),  not  more  than  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
mlUlon. 

Iron  (as  Fe),  not  more  than  25  parts  per 
mUUon. 

l,3-dlhydrozy-2-propanone,  not  less  than  98 
percent. 

(c)  Uses  and  restrictions.  Dlhydroxy¬ 
acetone  may  be  safely  used  in  amoimts 
consistent  with  g(xxl  manufyturing 
practice  In  externally  mpidled  drugs  in¬ 
tended  solely  or  tn  part  to  Impcut  a  color 
to  the  human  body.  Authorization  for 
this  use  Shan  not  be  construed  as  waiv¬ 
ing  any  of  the  requirements  of  section 
505  of  the  y  t  with  respect  to  the  drug  tn 
which  it  Is  used. 

(d)  LobeKug  requirements.  The  label 
of  the  color  additive  and  any  mixtures 
prei>ared  therefrom  Intended  solely  or 
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in  part  for  coloring  purposes  shall  con¬ 
form  to  the  requirements  of  §  70.25  of 
this  chapter. 

(e)  Exemption  from  certification. 
Certilicalton  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  7.1,1200  Synlhctir  iron  oxide. 

(a)  Identity.  (1)  The  color  additive 
synthetic  iron  oxide  consists  of  any  one 
or  any  combination  of  synthetically  pre¬ 
pared  iron  oxides,  including  the  hydrated 
forms.  It  Is  free  from  admixture  with 
other  substances. 

(2)  Color  additive  mixtures  for  drug 
use  made  with  synthetic  iron  oxide  may 
contain  only  those  diluents  Usted  in  this 
subpart  as  safe  and  suitable  in  color 
additive  mixtures  for  ccdoiing  drugs. 

(b)  Specifications.  Synthetic  Ircm  oxide 
shall  conform  to  the  following  specifica¬ 
tions,  all  on  an  “as  is”  basis: 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Lead  (as  Pb),  not  more  than  10  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  3  parts 
per  mUlion. 

(c)  Uses  and  restrictions.  The  color 
additive  synthetic  iron  oxide  may  be 
safely  used  to  color  ingested  or  topically 
applied  drugs  g^erally  subject  to  the 
restriction  that  if  the  c<dor  additive  is 
used  in  drugs  Ingested  by  man  the 
amount  consumed  In  accordance  with 
labeled  or  prescribed  dosages  shall  not 
exceed  5  milligrams,  calculated  as  ele¬ 
mental  iron,  per  day. 

(d)  Labeling  requirements.  The  label 
of  the  color  additive  and  any  mixtures 
Intended  solely  or  in  part  for  coloring 
purposes  prepared  the^rom  shau  con¬ 
form  to  the  requirements  of  §  70.25  of 
this  chapter. 

(e)  Exemption  from,  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  there¬ 
of  are  exempt  from  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

§  73.1375  Pyrogallol. 

(a)  Identity.  The  color  additive  pyro¬ 
gallol  is  1,2,3-trlhydroxybenzaie. 

(b)  Specifications.  Pyrogallcd  shall 
conform  to  the  following  specificaticms 
and  shall  be  free  from  imp^ties  other 
than  those  named  to  the  extent  that 
such  impurities  may  be  avoided  by  good 
manufacturing  practice: 

Melting  point,  between  130’  and  133*  C. 
Residue  on  Ignition,  not  more  than  0.1  per¬ 
cent. 

Lead  (as  Pb),  not  more  than  20  p/m  (parts 
per  million). 

Arsenic  (as  As),  not  more  than  3  p/m. 

(c)  Uses  and  restrictions.  Pirrogallol 
may  be  safely  used  in  combination  with 
ferric  ammonium  citrate  (as  listed  in 
I  73.1025) ,  for  coloring  plain  and  chromic 
catgut  sutures  for  use  in  goieral  and 
ophthalmic  surgery,  subject  to  the  fol¬ 
lowing  restrictions: 

(1)  The  dyed  suture  shall  conform  in 
all  respects  to  the  requirements  of  the 
UJ3P. 


(2)  The  level  (A  the  ferric  ammonium 
citrate-pyrogallol  complex  abnij  not  ex¬ 
ceed  3  percent  oi  the  total  welidit  of  the 
suture  material. 

(3)  When  the  sutures  are  used  for  the 
purposes  specified  in  their  labeling,  there 
is  no  migration  of  the  color'  additive  to 
the  surrounding  tissue. 

(4)  If  the  suture  is  a  new  drug,  an 
approved  new  drug  application,  pursuant 
to  secticm  505  of  the  act,  is  in  effect  for  it. 

(d)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  §  70.25  of  this  chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  frcwn  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

(Secs.  704  (b)(1).  (c)(3).  (d);  74  Stat.  399. 
402-403;  21  U.S.C.  378  (b)(1),  (c)(2),  (d).) 

§  73. 1100  Pyropliylliic. 

(a)  Identity.  (1)  The  color  additive 
pyrophyllite  is  a  natundly  occurring 
mineral  substance  consisting  predom¬ 
inantly  of  a  hydrous  aluminum  silicate, 
Al^i'4SiOi  H>0.  Intimately  mixed  with 
lesser  amoimts  of  finely  divided  silica, 
SiOj.  Small  amounts,  usually  less  than 
3  percent,  of  other  silicates,  such  as  po¬ 
tassium  aluminum  silicate,  may  be  pres¬ 
ent.  Psrrophyllite  may  be  identified  and 
semiquantitatively  determined  by  Its 
characteristic  X-ray  powder  diffraction 
pattern  and  by  its  optical  properties. 

(2)  CTolor  additive  mixtures  made  with 
pyrophyllite  are  limited  to  those  listed 
in  this  subpart  as  safe  and  sultaUe  in 
color  additive  mixtures  for  coloring  ex¬ 
ternally  applied  drugs. 

(b)  Specifications.  Pyrophyllite  shall 
conform  to  the  following  specifications: 

Lead  (as  Pb).  not  more  than  20  parts  per 

mUllon. 

Arsenic  (as  As),  not  more  than  3  parts  per 

million. 

Lead  and  arsenic  shall  be  determined  in 
the  solution  obtained  by  boiling  10  grams 
of  the  pyrophyllite  for  15  minutes  in  50 
milliliters  of  0.5N  hydrochloric  acid. 

(c)  Uses  and  restrictions.  Pyrophyl¬ 
lite  may  be  safely  used  in  amounts  con¬ 
sistent  with  good  manufacturing  practice 
to  color  drugs  that  are  to  be  externally 
applied. 

(d)  Labeling  requirements.  The  la¬ 
beling  of  the  color  additive  and  any  mix¬ 
tures  prepared  therefrom  intended  solely 
or  in  part  for  coloring  purposes  shall  con¬ 
form  to  the  requirements  of  S  70.25  of 
this  chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health,  and  therefore  batches  thereof 
are  exempt  from  ttie  certification  re¬ 
quirements  of  section  706(c)  of  the  act. 

§  73.1330  Talc. 

(a)  Identity.  (1)  The  color  additive 
talc  is  a  finely  powdered,  native,  hydrous 
magnesium  silicate  sometimes  containing 
a  small  proportion  of  aluminum  silicate. 

(2)  Color  additive  mixtures  for  drug 
use  made  with  talc  may  contain  only 
those  diluents  listed  in  this  subpart  as 


safe  and  suitable  for  use  in  color  additive 
mixtures  for  coloring  drugs. 

(b)  Specifications.  Talc  shall  meet 
the  specifications  for  talc  in  the  U.S.P. 
and  the  following: 

Lead  (as  Pb),  not  more  than  20  parts  per 

mlUlon. 

Arsenic  (as  As),  not  more  than  3  parts  per 

million. 

Lead  and  arsenic  shall  be  determined  in 
the  solution  obtained  by  boiling  10  grams 
of  the  talc  for  15  minutes  in  50  milliliters 
of  0.51V  hydrochloric  acid. 

(c)  Uses  and  restrictions.  Talc  may 
be  safely  used  in  amounts  consistent  with 
good  manufacturing  practice  to  color 
drugs  generally. 

(d)  Labeling  requirements.  The  label 
of  the  color  additive  and  of  any  mixtures 
prepared  therefrom  intended  solely  or  in 
part  for  coloring  purposes  shall  conform 
to  the  requirements  of  §  70.25  of  this 
chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  piiblic 
health,  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  secticm  706(c)  of  the  act. 

§  73.1373  Titanium  dioxide. 

(a)  Identity  and  specifications.  (1) 
The  color  additive  titanlmn  dioxide  shall 
conform  in  Identity  and  specifications  to 
the  requirements  of  {  73.575(a)  (1)  and 

(b). 

(2)  Color  additive  mixtures  for  drug 
use  made  with  titanium  dioxide  may  con¬ 
tain  only  those  dllurats  that  are  suitable 
and  that  are  listed  in  this  subpart  as  safe 
in  color  additive  mixtures  for  coloring 
drugs,  and  the  f (blowing:  Silicon  dioxide, 
SiOj,  and/or  aluminum  oxide.  ALCX.  as 
dispersing  aids — not  more  than  2  percent 
total. 

(b)  Uses  and  restrictions.  The  color 
additive  titanium  dioxide  may  be  used 
for  coloring  ingested  and  extemsdly 
applied  drugs  generally,  in  amoimts  con¬ 
sistent  with  good  manufacturing  prac¬ 
tice.  External  application  Includes  use 
in  the  area  of  the  eye. 

(c)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  and  Intended  solely  or  in  part 
for  coloring  purposes  shall  conform  to 
the  requirements  of  {  70.25  of  the  chap¬ 
ter. 

(d)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certification  require¬ 
ments  of  section  706(c)  of  the  act. 

Subpart  C — Cosmetics 
§  73.2120  Di.«odiiim  EDTA-roppor. 

(a)  Identity.  The  color  additive  diso- 
dliun  EDTA-copper  is  disodium 

1,2  -  ethanediylbiSiiV  -  (carboxymethyl) 
glycinatoll  (4-)  -  JV.jV'.O.O'.O".©"']  cu¬ 
prate  (2-). 

(b)  Specifications.  Disodium  EDTA- 
copper  shall  ccmform  to  the  following 
specifications  and  shall  be  free  from  im¬ 
purities  other  than  those  named  to  the 
extent  that  such  Impurities  may  be 
avoided  by  good  manufacturing  practice: 
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Total  copper,  not  less  than  13,5  percent. 
Total  <etbylene-dlnnrUo)tet7saccfttc  adil. 

not  less  than  62.6  percent. 

Free  copper,  not  more  than  100  parts  per 
[  million. 

f  Free  disodlum  salt  of  (ethFlene-tUnlOrllo) 
tetraacetlc  acid,  not  more  than  IJO  percent^ 
!  Moisture,  not  more  than  15  percent. 

Water  Insoluble  matter,  not  more  than  0.2 
percent. 

,  Lead  (as  Pb),  not  more  than  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  2  parts  per 
million. 

tc)  Uses  and  restrictions.  Disodium 
EDTA-copper  may  be  safely  used  in 
amounts  consistent  with  good  manufac¬ 
turing  practices  in  the  coloring  of  sham¬ 
poos  which  are  cosmetics. 

(d)  Labeling  requimnents.  Tlie  labd- 
!  Ing  of  the  color  additive  shall  conform 

to  the  requirements  of  S  70.25  of  this 
chapter. 

(e)  Exemption  from  eerU/ication.  Cer¬ 
tification  of  this  color  acklitive  is  not  nec¬ 
essary  for  the  protection'  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  requirements  of  section 
70C1C)  of  the  act. 

§  73.2125  Potassium  sodium  copper 
chloropliyHin  {ciiloroiAylliii-coppcr 
complex). 

(a>  Identity  and  specifications.  The 
color  additive  potassium  sodium  copper 
chlorophylUn  shall  conform  In  Identity 
and  to  the  requirements  of 

§  73J125(a)  (1)  and  (b). 

(b)  Uses  and  restrictio.  «.  Potassium 
anduiin  copper  chlorophylUn  may  be 
safely  used  lor  coloring  dentifrices  that 
are  cosmetics  subject  to  the  following 
conditions: 

(1)  It  shall  not  be  used  at  a  le\’cl  in 
excess  of  0.1  percent. 

(2)  It  may  be  used  only  in  combina¬ 
tion  with  the  following  substances: 

Water. 

Glyoerln. 

Sodium  csrbaaymetbyloellakwe. 

Tetrasodtiim  pyrophosphate. 

Sorbitol. 

Magnesium  phosphate,  trlba.slc. 

Calcium  carbonate. 

Calcium  phosphate,  dibasic. 

Sodium  W-lauroyl  aorooalnate. 

Artificial  sweeteners  that  are  genoally  recog¬ 
nised  as  safe  or  that  are  authoriaed  under 
Subchapter  B  at  this  chapter. 

Flavors  that  are  generally  recognized  as  safe 
or  that  are  authorized  under  Subchapter  B 
of  this  chapter. 

Preservatives  that  are  generally  recognized  as 
safe  or  that  are  authoiiaed  under  Subchap¬ 
ter  B  of  this  chapter. 

(c)  Labeling.  The  label  of  the  color 
additlTe  shall  conform  to  the  requlre- 

.  ments  of  S  70.25  of  this  chapter. 

(d)  Exemption  from  certification.  Cer~ 
tificatioa  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  public 
health  and  therefore  batches  thereof  are 
exempt  from  the  certlflcstion  require¬ 
ments  (tf  section  700 (c)  of  the  act. 

§  73.2150  Dihydroxyacetonc. 

(a)  Identity  and  specifications.  The 
oolor  additive  dlhydroxyacetoie  shall 
conform  In  identity  and  speclflcatloiis  to 
the  requlrementg  of  |  7S.1150(a)(l)  and 

(b). 


(b)  Uses  and  restrictions.  DlhydroK- 
yacetone  may  be  safely  used  In  amounts 
consistent  with  good  manufactuxlDg 
practice  In  externally  applied  cosmetics 
Intended  soldy  or  In  part  to  impart  a 
color  to  the  human  bo^. 

(c)  Labeling  reguirements.  The  label¬ 
ing  of  the  color  additive  and  any  mix¬ 
tures  prepared  therefrom  Intended  solely 
or  in  part  for  coloring  purposes  shall  con¬ 
form  to  the  requirements  of  8  70.25  ol 
this  chapter. 

(d)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health  and  therefore  Imtches  thereof 
are  exempt  from  the  requirements  of 
section  706(c)  of  the  act. 

(Sec.  706(b)(1),  (0(2).  <d).  74  Stwt.  3dfr- 
402:  21  U.S.C.  376(b)(1).  (c)(2).  (d).) 

§  73.2180  f^uauuraletio. 

(a)  Identity.  (1)  The  color  additive, 
guaiazulene.  is  prim-ipalty  1,4-diinethy!- 
7 -isopropyl- azulene. 

(2)  Color  additive  mixtures  of  guai- 
azulene  for  cosmetic  use  may  contain  the 
following  diluent: 

Polyethylene  glyool-40  castor  oil  (PEO-40 
castor  oil). 

Ssponlllcation  No..  60  to  70. 

Hy^ozyl  No.,  63  to  78. 

Acid  No.,  <2. 

Specific  gravity,  1.05  to  1.07. 

ib)  Specifications.  Guaiasulene  <^*11 
conform  to  the  following  specificatianE 
and  shall  be  free  from  imptrities,  other 
than  those  named,  to  the  extent  that 
such  other  Impurities  may  be  avoided  by 
good  manufacturing  pi-actioe. 

Meltli^  point.  205*  C  to  315*  C. 

Lead  (as  Pb),  not  more  than  20  parts  per 
mUlion. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  99  percent. 

(c)  Uses  and  restrictions.  Guaiazuiene 
may  be  safely  used  in  externally  appUed 
cosmetics  In  amounts  consistent  with 
good  manufacturing  practice. 

(d)  Labeliug.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  In  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  {  78.25  of  this  chapter. 

(e)  Exemption  from  certification.  Cer- 
tiflcatlim  of  this  color  additive  for  the 
prescribed  use  is  not  necessary  for  the 
protection  of  the  public  health  ojiH 
therefore  batches  thereof  are  exempt 
fnxn  the  certification  requirements  of 
section  706(c)  of  the  act. 

§  73.2190  Henna. 

(a)  Identity.  The  color  additive  hen¬ 
na  is  the  dried  leaf  and  petiole  of 
Lawsomia  alba  Lam.  iLasosomia  inermis 
L.) .  It  may  be  IdmUfied  by  Its  (diaracter- 
Istic  (Xlor  and  by  charactolstic  plant 
histology. 

(b)  Specifications.  Henna  shall  con¬ 
form  to  the  following  specifleaUoos: 

It  shall  not  oontatn  more  than  >0  poroant 
of  plant  material  from  Lmssoitte  albe  Loaa. 
{Lmu>$onia  inermis  L.)  other  than  the  leaf 
and  petiole,  and  shall  be  free  from  admixture 


with  material  from  any  other  species  of 
plant. 

Moisture,  not  more  than  10  percent. 

Total  ash.  not  more  than  15  percent. 
AcM-lnaotnMe  ash,  not  more  than  5  percent. 
Lead  (as  Fb),  not  BMre  than  20  parts  per 
aaUlkxi. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

(c)  Uses  and  restrictions.  The  color 
additive  henna  may  be  safely  used  for 
coloring  hair  only.  It  may  not  be  used 
for  col<Ning  the  eyelashes  or  eyebrows, 
or  generally  in  the  area  of  the  eye. 

<d)  LobeHnp.'nielaljel  for  henna  shall 
bear  the  Information  required  by  S  70.25 
of  this  chapter  and  the  following  state¬ 
ments  or  their  equivalent: 

“Do  not  use  In  the  area  of  the  eye." 

"Do  not  use  on  cut  or  abraded  scalp.” 

(e)  Exemption  from  certification.  Cer- 
tification  of  this  cok>r  adcUtive  for  the 
prestaibed  use  is  not  necessary  for  the 
protection  of  the  public  health  and 
therefore  batches  thereof  are  exempt 
from  the  certification  requirements  of 
section  706(c)  of  the  act. 

§  73.2250  Iron  oxides. 

(a)  Identity.  The  color  additives  iron 
oxides  consist  of  any  one  or  any  combi¬ 
nation  of  synthetically  prepared  Iron 
oxides,  including  the  hj'drated  forms.  It 
is  free  from  admixture  with  otha*  sub¬ 
stances. 

(b)  Specifications.  Iron  oxides  shall 
conform  to  the  following  specifications, 
all  on  an  “as  is”  basis: 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Lead  (as  Pb).  not  more  than  10  parte  per 
miUtoD. 

Merxmry  (as  Hg).  not  more  than  3  parts  per 
million. 

(c)  Uses  and  restrictions.  Iron  oxides 
are  safe  for  use  in  coloring  cosmetics 
generally,  tncludii^  oosmeiics  an>Ued  to 
the  area  of  the  eye,  in  amounts  consistent 
with  go(xl  manufacturing  practice. 

<d)  Labeling.  The  color  additive  and 
any  mixture  prepared  therefrom  in¬ 
tended  solely  or  in  part  for  (xdoring  pur¬ 
poses  shall  bear,  in  addition  to  any  in¬ 
formation  required  by  law,  labeling  in 
accordance  with  f  70.25  of  this  chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  certifk^tion  pursuant 
to  section  706(c)  of  the  act. 

§  73.2400  Pyrophyllilo. 

(a)  Identity  and  specifications.  The 
color  additive  pyrophyllite  shall  conform 
in  identity  and  specifications  to  the  re¬ 
quirements  of  i  73.1400(a)  (1)  and  (b) . 

(b)  Uses  and  restrictions.  Pyrophyl¬ 
lite  may  be  safely  used  for  coloring  ex¬ 
ternally  aiHiUed  cosmetics,  in  amounts 
consistent  with  good  manufacturing 
practice. 

<c)  Labeling  requirements.  The  la¬ 
beling  of  the  color  additive  and  any  mix¬ 
tures  prepared  therefrom  Intended  solely 
or  in  pait  for  coloring  purposes  shall 
conform  to  all  applicable  requirements 
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of  law,  including  the  requirements  of 
§  70.25  of  this  chapter. 

(d)  Exemption  from  certification. 
Certification  of  this  color  additive  is  not 
necessary  for  the  protection  ot  the  pub¬ 
lic  health  and  therefore  batches  thereof 
are  exempt  from  the  edification  re¬ 
quirements  of  section  706(c)  of  the  act. 

(Secs.  706(b),  (c),  and  (d),  74  Stat.  399-403; 
21  U.S.C.  376(b),  (c),  and  (d).) 

§  73.2375  Titanium  dioxide. 

(a)  Identity  and  specifications.  The 
color  additive  titanium  dioxide  shall  con¬ 
form  in  identity  and  specifications  to  the 
requirements  on  §  73.575(a)  (1)  and  (b). 

(b)  Uses  and  restrictions.  The  color 
additive  titanium  dioxide  may  be  safely 
used  in  cosmetics,  mcludlng  cosmetics 
Intended  for  use  in  the  area  of  the  eye, 
in  amounts  consistent  with  good  manu¬ 
facturing  practice. 

(c)  Labeling  requirements.  The  color 
additive  and  any  mixtures  prepared 
therefrom  intended  soldy  or  In  part  for 
coloring  purposes  shall  bear,  in  addition 
to  any  other  information  required  by 
law,  labeling  in  accordance  with  the 
provisions  of  §  70.25  of  this  chapter. 

(d)  Exemption  from  certification. 
Certification  of  this  color  additive  Is  not 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  and  therefore  batches  thereof 
are  exempt  from  certification  pursuant 
to  section  706(c)  of  the  act. 

(Secs.  706(b),  (c),  and  (d),  74  Stat.  399- 
403  :  21  U.S.C.  376(b),  (C),  and  (d).) 

§  7.3.2725  L'ltramarines. 

(a)  Identity.  The  color  additives,  ul¬ 
tramarines  (blue,  green,  pink,  red,  and 
violet)  are  pigments  obtained  by  calcin¬ 
ing  at  temp>eratures  above  700*  C.  a  mix¬ 
ture  of  kaolin,  sulfur,  sodium  carbonate, 
silicious  matter,  sodium  sulfate,  and  car¬ 
bonaceous  matter,  but  not  necessarily 
all  these  substano^  to  produce  a  single 
color.  The  ultramarines  are  complex  so¬ 
dium  aluminiun  sulfosUlcates  having  a 
typical  formula  Na(AlS10)S  with  pro¬ 
portions  of  each  element  varying  with 
each  color. 

(b)  Specifications.  The .  ultramarines 
shall  conform  to  the  following  specifica¬ 
tions  and  Shan  be  free  from  impurities 
other  than  those  named,  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  practice. 

Lead  (as  Pb),  not  more  than  20  parte  per 
mUUon. 

Arsenic  (as  As),  not  more  than  3  parts  per 
mUlion. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

(c)  Use  and  restrictions.  The  ultra- 
marine  pigments  may  be  safely  used  for 
coloring  externally  applied  cosmetics,  in¬ 
cluding  cosmetics  intended  for  use  in  the 
area  of  the  eye,  in  amoimts  consistent 
with  good  manufacturing  practice. 

(d)  Labeling  requirements.  The  color 
additives  and  any  mixtures  prepared 
therefrom  mtended  solely  or  in  part  for 
coloring  purposes  shall  bear,  in  addition 
to  any  other  Information  required  by 
law,  labeling  in  accordance  with  §  70.25 
of  this  chapter. 
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(e)  Exemption  from  certification. 
Certification  of  this  color  additive  is 
not  necessary  for  the  protection  of  the 
public  health,  and  therefore  batches 
thereof  are  exempt  from  certification 
pursuant  to  section  706(c)  of  the  act. 

§  73.2775  Manganese  violet. 

(a)  Identity.  The  color  additive  man¬ 
ganese  violet  is  a  violet  pigment  ob¬ 
tained  by  reacting  phosphoric  acid,  am¬ 
monium  dihydrogen  orth<^hosphatl, 
and  manganese  dioxide  at  temperatimes 
above  450*  F.  The  pigment  is  a  manga¬ 
nese  ammonium  pyrophosphate  complex 
having  the  approximate  formula:  Mn 
(HI)  NH.P2O7. 

(b)  Specifications.  Manganese  violet 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  fr(xn  impurities 
other  than  those  named,  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  practice: 

Ash  (at  600*  C) ,  not  less  than  81  percent. 
Volatile  matter  at  136*  C  for  3  hours,  not 
more  than  1  percent. 

Water  soluble  substances,  not  more  than  6 
percent. 

pU  of  filtrate  of  10  grams  color  additive 
(shaken  occasionally  for  2  hours  with  100 
milliliters  of  freshly  boUed  (UstUled  water) , 
not  more  than  4.7  and  not  leas  thim  2.6. 
Lead  (as  Pb),  not  more  than  20  parts  per 
mlUion. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  based  on  Mn  content  In  “as  Is” 
sample,  not  less  than  93  percent. 

(c)  Uses  and  restrictions.  Manganese 
violet  is  safe  for  use  in  coloring  cosmetics 
generally,  including  cosmetics  ai^ed  to 
the  area  of  the  eye,  in  amounts  consist¬ 
ent  with  good  manufacturing  practice. 

(d)  Labeling.  The  color  additive  and 
any  mixture  prepared  therefrom  in¬ 
tended  solely  or  in  part  for  coloring  pur¬ 
poses  shall  bear,  in  addition  to  any  in¬ 
formation  required  by  law,  labeling  in 
accordance  with  i  70.25  of  this  chapter. 

(e)  Exemption  from  certification.  Cer¬ 
tification  of  this  color  additive  is  not 
necesary  for  the  protectiem  of  the  public 
health,  and  therefore  batches  thereerf  are 
exempt  frmn  certification  pursuant  to 
section  706(c)  of  the  act. 

PART  74 — LISTING  OF  COLOR  ADDITIVES 
SUBJECT  TO  CERTIFICATION 


Subpart  A — Foods 


Sec. 

74.101 

FD&C  Blue  No.  1. 

74.250 

Orange  B.  • 

74.302 

Citrus  Red  No.  2. 

74.303 

FD&C  Red  No.  3. 

74.340 

FD&C  Red  No.  40. 

74.705 

FD&C  Yellow  No.  6. 

74.1045 

Subpart  B — Drugs 
|Phthalocyaninato(2-)  ]  copper. 

74.1101 

FD&C  Blue  No.  1. 

74.1102 

FD&C  Blue  No.  2. 

74.1104 

D&C  Blue  No.  4. 

74.1109 

D&C  Blue  No.  9. 

74.1206 

D&C  Oreen  No.  5. 

74.1206 

D&C  Oreen  No.  6. 

74.1208 

D&C  Oreen  No.  8. 

74.1303 

FD&C  Red  No.  8. 

74.1304 

FD&C  Red  No.  4. 
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74.1317  D&C  Bed  No.  17. 

74.1331  D&C  Bed  No.  31. 

74.1334  D&C  Bed  No.  34. 

74.1339  D&C  Red  No.  39. 

74.1340  FD&C  Bed  No.  40. 

74.1602  D&C  Violet  No.  2. 

74.1705  FU&C  Yellow  No.  6. 

74.1707  D&C  Yellow  No.  7. 

74.1707a  Ext.  D&C  Yellow  No.  7. 

74.1708  D&C  Yellow  No.  8. 

74.1711  D&C  Yellow  No.  11. 

Subpart  C — Cosmetics 

74.2104  D&C  Blue  No.  4. 

74.2151  D&C  Brown  No.  1. 

74.2208  D&C  Oreen  No.  8. 

74.2304  FD&C  Red  No.  4. 

74.2317  D&C  Red  No.  17. 

74.2331  D&C  Bed  No.  31. 

74.2334  D&C  Bed  No.  34. 

74.2340  FD&C  Bed  No.  40. 

74.2602  D&C  VKdet  No.  2. 

74.2602a  Ext.  D&C  Violet  No.  2. 

74.2705  FD&C  Yellow  No.  5. 

74.2707  D&C  Yellow  No.  7. 

74.2707a  Ext.  D&C  Yellow  No.  7. 

74.2708  D&C  Yellow  No.  8. 

74.271 1  D&C  Yellow  No.  1 1. 

Authoritv:  The  provisions  of  this  Part  74 
are  Issued  und^  secs.  701,  706,  62  Stat.  1066- 
1056  as  amended,  74  Stat.  399-407  as  amended 
(21  U.S.C.  371,  376),  unless  otherwise  noted. 

Subpart  A — Foods 
§  74. 1 01  FD&C  Blue  No.  1 

(a)  Identity.  (1)  The  color  additive 
FD&C  Blue  No.  1  is  principally  the  diso¬ 
dium  salt  of  ethyl[4-[p[ethyl(m-sul- 
f obenzyl)  amino]  -a- (o-sulfoi^enyl)  ben- 
zylidene]  -  2,5-cyclohexadien-l-ylidene] 
(m-sulfc^nzyl)  ammonium  hsrdroxide 
inner  salt  with  smaller  amoimts  of  the 
isomeric  disodium  salts  of  ethyl[4-[p- 
[ethyl(p-sulfobenzyl)  amino]-a-(o-sul- 
fophenyl)  benzylidenel  -2,5-cyclohexa- 
dien  -  1  -  ylidenel  (p-sulfobenzyl)  ammo¬ 
nium  hydroxide  inner  salt  and  ethyl  [4- 
[p-[ethyl(o-sulfobenzyl)  amino]  -  a  -  (o  - 
sulfophenyl)  benzylidene]  -2,5-cyclohexa- 
dien  -  1  -  ylid^ie]  (o-sulfobenzyl)  am¬ 
monium  hydroxide  inner  salt. 

(2)  Color  additive  mixtures  for  food 
use  (including  dietary  suimlements) 
made  with  FD&C  Blue  No.  1  may  contain 
(mly  those  diluents  tliat  are  suitable  and 
that  are  listed  in  Part  73  of  thr  i  chapter 
as  safe  for  use  in  color  additive  mixtures 
for  colonng  foods. 

(b)  Specifications.  FD&C  Blue  No.  1 
shall  co^orm  to  the  following  specifica¬ 
tions  and  shall  be  free  frxnn  impurities 
other  than  those  named  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  practice: 

Sum  of  volatUe  mattw  (at  136*  C.)  and 
chlorides  and  sulfates  (calculated  as  so¬ 
dium  salts),  not  more  than  16.0  percent. 
Water-Insoluble  matter,  not  more  than  0.2 
percent. 

Leuco  base,  not  more  than  6  percent. 

Sum  of  0-,  m-,  and  p-sulfobenzaldehydes,  not 
more  than  1.6  percent. 

N-ethyl,  iV-(m-sulf obenzyl)  sulfanlllc  acid. 

not  more  than  0.3  percent. 

Subsidiary  colcm,  not  mcHre  than  6.0  percent. 
Chromium  (as  Cr),  not  more  than  60  parts 
per  million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
mlUion. 

Lesul  (as  Pb),  not  mcMe  than  10  parts  per 
mUllon. 

Total  color,  not  less  than  86.0  percent. 
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(c)  Uses  and  restrictions.  FDbC  Blue 
No.  1  may  be  safely  used  for  coloiing 
foods  (Including  dietary  supplements) 
generally  in  amounts  consistent  with 
good  manufactu^’lng  practice  except  that 
it  may  not  be  used  to  color  foods  for 
which  standards  of  identity  have  been 
promulgated  under  section  401  of  the  act 
iinipim  added  color  is  authorized  by  such 
standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  §  70.25  of  this  chapter. 

<e)  Certification.  All  batches  of  FD&C 
Blue  No.  1  shall  be  certified  in  accordance 
with  regulations  in  Part  80  of  this 
chapter. 

§  74.250  Oraiic**  K. 

(a)  Identity.  (1)  The  color  additive 
Orange  B  is  principally  the  d)s<xiium  salt 
of  1  -  (4-sulfophenyl)-3-ethylcarboxy-4- 
(4-sulfonaphthylazo)  -  5  -  hydroxypyr- 
azole. 

(2)  The  diluents  in  color  additive  mix¬ 
tures  for  food  use  containing  Orange  B 
are  limited  to  those  listed  in  Part 
of  this  chapter  as  safe  and  suitable  in 
color  additive  mixtures  for  coloring 
foods. 

(b)  Specifications.  Orange  B  shall 
conform  to  ^e  f (blowing  specifications: 
Volatile  matter  (at  136*  C.),  not  more  than 

e.O  percent. 

Chlorides  and  sulfates  (calculated  as  the 
sodium  salts),  not  more  than  7.0  percent. 
Water  Insoluble  matter,  not  more  than  0.3 
percent. 

l-(4-Sulf<9henyl)  -  3  -  ethylcarboxy  •  6  - 
hydrozypyrazolone  and  l-(4-siUfophenyl)- 
3-carboxy-6-hydroxypyTa5>!olone,  not  more 
than  0.7  percent. 

Naphthlonlc  acid,  not  more  than  0.2  percent. 
Phenylhydrazine-p-sulfonic  acid,  not  more 
than  0.2  percent. 

The  trlsodlum  salt  of  l-(4-sullophenyl)-3- 
carbosy  -  4  -  (4  -  srUfonaphthylazo)  -6-by- 
drozypyrasole,  not  more  than  0.0  percent. 
Other  subsidiary  dyes,  not  more  than  1 .0  per¬ 
cent. 

Lead  (as  Pb),  not  more  than  10  parts  per 
mlUlon. 

Arsenic  (as  As),  not  mure  than  l  part  per 
million. 

Pure  color,  not  less  than  87.0  percent. 

(c)  Uses  and  restrictions.  Orange  B 
may  be  safely  used  for  coloring  the  cas¬ 
ings  or  surfaces  of  frankfurters  and 
sausages' subject  to  the  restriction  that 
the  quantity  of  the  ctdor  additive  does 
not  exceed  150  parts  per  million  by 
weight  of  the  finished  food. 

(d)  Labeling  requirements.  The  label 
of  the  color  additive  and  any  mixtures 
Intended  solely  or  in  part  for  coloring 
purpo6e.H  prepared  therefrom  shall  con¬ 
form  to  the  requirements  of  i  70.25  of 
this  chapter. 

(e)  Certification.  All  batch(»  of 
Orange  B  shall  be  certified  In  accordance 
with  regulations  promulgated  under  Part 
80  of  this  chapter. 

§  74.302  Citrus  Red  No.  2. 

<a)  Identity.  (1)  The  color  additive 
Citrus  Red  No.  2  is  principally  l-(2,5- 
dlmethoxyphenylazo)  -2-nm}hthol. 


(2)  The  following  diluents  may  be 
used  in  aqueous  suspension,  in  the  per¬ 
centages  specified,  to  facilitate  appUca- 
tl<»i  to  oranges  in  accordance  with 
paragraph  (c)  (1)  of  this  section: 

(1)  Suitable  diluents  used  in  accord¬ 
ance  with  f  73.1(a)  of  this  chapter. 

(ii)  Volatile  solvents  that  leave  no 
residue  after  application  to  the  orange. 

(iil)  Salts  of  fatty  acids  meeting 
the  requirements  of  i  172.863  of  this 
chapter. 

(Iv)  Sodium  tripolyphosphate,  not 
more  than  0.05  percent. 

(b)  Specifications.  Cfitrus  Red  No.  2 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities, 
other  than  those  named,  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  g(x>d  manufacturing  practice: 

VolatUe  matter  (at  100*  C  ),  not  more  than 
0.5  percent. 

Water-soluble  matter,  not  more  than  0.3 
percent. 

Matter  Insoluble  In  carbon  tetrachloride,  not 
more  than  0.5  percent. 

Uncomblned  Intermediates,  not  more  than 
0.05  percent. 

Subsidiary  dyes,  not  more  than  2.0  percent. 
Lead  (as  Pb),  not  more  than  10  parts  per 
mUllon. 

Arsenic  (as  As),  not  more  than  I  pitrt  per 
mUllon.  . 

Pure  color,  not  less  than  98  percent. 

(c)  Uses  and  restrictions,  (li  Citxus 
Red  No.  2  shall  be  used  only  for  coloring 
the  skins  of  oranges  that  are  not  Intended 
or  used  for  pincessing  (or  if  so  used  are 
designated  in  the  trade  as  "Packinghouse 
elimination”)  and  that  meet  minimum 
maturity  standards  established  by  or 
imder  the  laws  of  the  States  in  which  the 
oranges  are  grown. 

(2)  Oranges  colored  with  Citrus  Red 
No.  2  shall  bear  not  more  than  2.0  parts 
per  million  of  such  color  additive,  calcu¬ 
lated  on  the  basis  of  the  weight  of  the 
whole  fruit. 

(d)  Labeling.  Tlie  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  and  intended  solely  or  in  part 
for  coloring  purposes  shall  conform  to 
the  requirements  of  i  70.25  ol  this  chap¬ 
ter.  To  meet  the  requirements  of  |  70.25 

(b)  and  (c)  of  this  chapter  the  label  shall 
bear: 

(1)  The  statement  <or  its  equivalent) 
“To  be  used  only  for  coloring  skins  of 
oranges.” 

(2)  Directions  for  use  to  limit  the 
amount  of  the  color  additive  to  not  more 
than  2.0  parts  per  million,  calculated  on 
the  basis  of  the  weight  of  the  whole  fruit. 

(e)  Certification.  All  batches  of  Citrus 
Red  No.  2  shall  be  certified  in  accordance 
with  regulations  in  Part  80  of  this 
chapter. 

§  74.303  FUAC  Red  No.  3. 

(a)  Identity.  (1)  The  colcu*  additive 
VDkC  Red  No.  3  is  principally  the  mono¬ 
hydrate  of  9  (o-carboxyphenyl) -6-hy¬ 
droxy  -  2,4.S,7-tetralodo-3H-xanthen-3- 
one,  dlsodlum  salt,  with  smaller  amounts 
of  lower  lodinated  fluoresceins. 

(2)  Color  additive  mixtures  for  food 
use  made  with  FDftC  Red  No.  3  may  con¬ 
tain  only  those  diluents  that  are  suitable 


and  that  are  listed  in  Part  73  of  this 
chapter  as  safe  for  use  in  color  additive 
mixtures  for  coloring  fcxxls. 

(b)  Specifications.  FDtiC  Red  No.  3 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  frean  impurities 
other  than  those  named  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  go<xl  manufacturing  practice: 

Vol&Ule  mattw  (at  135*  C.)  and  chloride*^ 
and  sulfates  (calculated  as  tbe  sodium 
salts),  total  not  more  than  13  percent. 
Water-insc^uble  matter,  not  more  than  0.2 
percent. 

Unhalogeuated  Intermediates,  total  not  more 
than  0.1  percent. 

Sodium  Iodide,  not  more  than  0.4  percent. 
Trilodoresorclnol,  not  more  than  OJ  percent. 
2(2',4'-Dlhydroxy-3’,  5'-dUodoben2oyI)  ben¬ 
zoic  acid,  not  more  than  0.2  percent. 
Mouoiodofluoresceins  not  more  than  10 
percent. 

Other  lower  lodinated  fluoresceins,  not  more 
than  9.0  percent. 

l,ead  (as  Pb).  not  more  than  10  parts  per 
mlUion. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Total  color,  not  leas  than  87.0  percent 

(c)  Uses  and  restrictions.  FDtiC  Red 
No.  3  may  be  safely  used  for  coloring 
foods  generally  (including  dietary  sup- 
plonents)  in  amounts  consistent  with 
good  manufacturing  practices  exc^t 
that  it  may  not  be  used  to  color  f<x>^ 
fca*  which  standards  of  identity  have  been 
promulgated  under  section  401  of  the  act 
unless  added  color  is  authorized  by  such 
standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  i  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  FD&C 
Red  No.  3  shall  be  certified  in  accordance 
with  regulations  in  Part  80  of  this 
chapter. 

§71.340  FDAC  Red  Uu.  40. 

(a)  Identity.  (1)  The  color  additive 
FD&C  Red  No.  40  is  principally  the  diso¬ 
dium  salt  of  6-hydroxy-5-[(2-methoxy- 
5-methyl-4-sulfophenyl>azol  -  2  -  naph- 
thalenesulfonic  acid. 

(2)  Color  additive  mixtures  for  food 
use  (including  dietary  supplements) 
made  with  FD&C  Red  No.  40  may  contain 
only  those  diluents  that  are  suitable  and 
that  are  listed  in  Part  73  of  this  chapter 
as  safe  for  use  In  color  additive  mixtures 
for  cffioiing  foods. 

(3)  The  listing  of  this  color  additive 
includes  lakes  prepared  as  described  in 
§  82.51  of  this  chapter,  except  that  the 
color  additive  used  is  FD&C  Red  No.  40 
and  the  resultant  lakes  meet  the  specifi¬ 
cation  and  labeling  requir^nents  iH'e- 
scribed  by  i  82.51  of  this  chapter. 

<b)  Specifications.  FD&C  Red  No.  40 
shall  coi^orm  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  other  Impurities  may  be 
avoided  by  good  manufacturing  prac¬ 
tice: 

Slim  of  volatile  matter  (at  136*  C.)  and  chlo¬ 
rides  and  sulfates  (calculated  as  sodium 
salts),  not  more  than  14.0  percent 
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Water-Insoluble  matter,  not  more  than  0,1 
percent. 

Higher  sulfonated  subsidiary  colors  (m 
sodium  salts),  not  more  than  1.0  percent. 
Lower  sulfonated  subsidiary  colors  (as 
sodium  salts),  not  more  than  1.0  pm’cent. 
Disodium  salt  of  6-hydroxy-5-((2-methoxy- 
5-methyl-4-6Ulfophenyl)  azo]  -8-(2-meth- 
oxy-6-methyl-4-8ulfophenoxy)  -2-m^)htha- 
lenesulfonic  acid,  not  more  than  1.0  per¬ 
cent. 

Sodium  salt  of  6-hydroxy-2-naphthalene- 
sulfonic  acid  (Schaeffer's  salt),  not  more 
than  0.3  percent. 

4-Amino-5-methoxy-o-toluenesulfonlc  acid, 
not  more  than  0.2  percent. 

Dlsodium  salt  of  6,6'-oxybl8  (2 -naphthalene- 
sulfonic  acid),  not  more  than  1.0  percent. 
Lead  (as  Pb),  not  more  ttian  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Total  color,  not  less  than  85.0  percent. 

(c)  Uses  and  restrictions.  FD&C  Red 
No.  40  may  be  safely  used  for  coloring 
foods  (including  dietary  supplements) 
generally  in  amounts  consistent  with 
good  manufacturing  practice  except  that 
it  may  not  be  used  to  color  foods  for 
which  standards  of  identity  have  been 
promulgated  under  section  401  of  the 
act  unless  added  color  is  authorized  by 
such  standards. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  lakes  or  mixtures  pre¬ 
pared  therefrom  Intended  solely  or  in 
part  for  coloring  purposes  shall  conform 
to  the  requirements  of  §  70.25  of  this 
chapter. 

(e)  Certification.  All  batches  of 
FD&C  Red  No.  40  and  lakes  thereof  shall 
be  certified  in  accordance  with  regula¬ 
tions  in  Part  80  of  this  chapter. 

§  74.705  FDAC  Yellow  No.  5. 

(a)  Identity.  (1)  The  color  additive 
PI>&C  Yellow  No.  5  is  5-oxo-l-(p- 
sulf(H)henyl)  -4- 1  (p-sulf  ophenyl)  azol  -2- 
pjrrazoline-S-carboxyllc  acid,  trlsodlum 
salt. 

(2)  Color  additive  mixtures  for  food 
use  made  with  FD&C  Yellow  No.  5  may 
contain  only  those  diluents  that  are 
suitable  and  that  are  listed  in  Part  73 
of  this  chapter  as  safe  for  use  In  color 
additive  mixtures  for  coloring  foods. 

(b)  Specifications.  FD&C  Yellow  No.  5 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  ImpurltleB 
other  than  those  named  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  prac¬ 
tices: 

Volatile  matter  (at  135*  C.).  and  chlorides 
and  sulfates  (calculated  as  the  sodium 
salts) ,  total  not  more  than  13.0  percent. 
Water  insoluble  matter,  not  more  than  0.2 
percent. 

Phenylbydrazine-p-sulfonlc  acid,  not  more 
than  0.2  percent. 

Other  uncmnbined  Intermediates,  not  more 
than  0.2  percent. 

Subsidiary  dyes,  not  more  than  1.0  percent. 
Lead  (as  Pb).  not  more  than  10  parts  per 
million. 

Arsenic  (ae  As),  not  more  than  3  parts  per 
million. 

Total  color,  not  less  them  87.0  percent. 


(c)  Uses  and  restrictions.  FDfcC  Yel¬ 
low  No.  5  may  be  safely  used  for  color¬ 
ing  foods  (including  dietary  supple- 
m^ts)  generally  in  amounts  consistent 
with  good  manufacturing  practice,  ex¬ 
cept  that  it  may  not  be  used  to  color 
foods  for  which  standards  of  identity 
have  been  promulgated  under  section  401 
of  the  act  unless  added  color  is  author¬ 
ized  by  such  standards. 

(d)  Labeling  requirements.  TTie  label 
of  the  color  additive  and  any  mixtures 
intended  solely  or  in  part  for  coloring 
purposes  prepared  therefrom  shall  con¬ 
form  to  the  requirements  of  S  70.25  of 
this  chapter. 

(e)  Certification.  All  batches  of  FD&C 
Yellow  No.  5  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

Subpart  B — Drugs 

§7i.l0i.'>  [Plitli:iloryaninalo(2-)  ]  cop¬ 
per. 

(a)  Identity.  The  color  additive  is 

[phthalocyaninato(2-)  1  copper  having 
the  structure  shown  in  color  index  No. 
74160.  -- 

(b)  Specifications.  [Phthalocyaninato 
(2-)  ]  copper  shall  conform  to  the  fol¬ 
lowing  specifications  and  shall  be  free 
from  impurities  other  than  those  named 
to  the  extent  that  such  impurities  may 
be  avoided  by  good  manufacturing 
practice: 

Volatile  matter  (135*  C.).  not  more  than 
0.3  percent. 

Salt  content  (as  NaCH),  not  more  than  0.3 
percent. 

Alcohol  soluble  matter,  not  more  than  0.5 
percent. 

Organic  chlorine,  not  more  than  0.2  per¬ 
cent. 

Aromatic  amines,  not  more  than  0.05  percent. 
Lead  (as  Pb),  not  more  than  40  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  98.5  percent. 

(c)  Uses  and  restrictions.  [Phthalo¬ 
cyaninato  (2-)  icopper  may  be  safely  used 
to  color  pol3)propylene  sutures  for  use  in 
general  and  oph^almlc  surgery  subject 
to  the  following  restrictions: 

(1)  The  quantity  of  the  color  additive 
does  not  exceed  0.5  percent  by  weight  of 
the  suture. 

(2)  The  dyed  suture  shall  conform  in 
all  respects  to  the  requirements  of  The 
United  States  Pharmacopeia. 

(3)  When  the  sutures  are  used  for  the 
purposes  specified  in  their  labeling,  there 
is  no  migration  of  the  color  additive  to 
the  surrounding  tissue. 

Authorization  for  this  use  shall  not  be 
construed  as  waiving  any  of  the  require¬ 
ments  of  section  505  of  the  act  with 
respect  to  the  drug  (including  any  other 
sutures)  in  which  it  is  used. 

(d)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  §  70.25  of  this  chapter. 

(e)  Certification.  Afi  batches  of 
rphthalocyanlnato(2-)  1  copper  shall  be 


certified  in  accordance  with  regulations 
in  Part  80  of  this  chapter. 

§  74.1 101  FD&C  Blur  No.  1 . 

(a)  Identity  and  specifications.  (D 
The  color  additive  FD&C  Blue  No.  1  shall 
conform  in  identity  and  specifications  to 
the  requirements  of  §  74.101(a)  (1)  and 

(b). 

(2)  Color  additive  mixtures  for  in¬ 
gested  drug  use  made  with  FD&C  Blue 
No.  1  may  contain  only  those  diluents 
that  are  suitable  and  that  are  listed  in 
Part  73  of  this  chapter  as  safe  for  use  in 
color  additive  mixtures  for  coloring  in¬ 
gested  drugs. 

(b)  Uses  and  restrictions.  The  color 
additive  FD&C  Blue  No.  1  may  be  safely 
used  for  coloring  ingested  drugs  in 
amounts  consistent  with  good  manufac¬ 
turing  practice. 

(c)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  S  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  FT>&C 
Blue  No.  1  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.1 102  FDAC  Blue  No.  2. 

(a)  Identity.  The  color  additive 
FD&C  Blue  No.  2  is  principally  the 
disodlum  salt  of  5,5'-disulfo-3,3'-dkwo- 
A‘,2'-biindollne  with  smcOler  amounts  of 
the  Isomeric  disodium  salt  tA  5.7' -dl- 
sulfo-3,3'-dloxo-A*'*'-btlndollne. 

(b)  Specifications.  FD&C  Blue  No.  2 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  impurities  may  be  avoided  by 
good  manufacturing  practice: 

Sum  of  volatUe  matter  (at  135*  C.)  and 
chlorides  and  sulfates  (calculated  as 
sodium  salts),  not  more  than  15.0  percent. 
Water-Insoluble  matter  not  mcna  than  0.4 
percent. 

Isatln-5-sulfonlc  acid,  not  more  than  0.4 
percent. 

Isomeric  ccdora,  not  more  than  18.0  percent. 
Lower  sulfonat^  subsidiary  colors,  not  more 
than  5.0  percent. 

Lead  (as  Pb),  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
mlUlon. 

Total  color,  not  lees  than  85.0  percent. 

(c)  Uses  and  restrictions.  FD&C  Blue 
No.  2  may  be  safely  used  f(u:  coloring 
nylon  (the  copolymer  of  adipic  acid  and 
hexamethylene  diamine)  suridcal  sutures 
for  use  in  general  surgery  subject  to  the 
following  restrictions: 

( 1 )  The  quantity  of  color  sidditlve  does 
not  exceed  1  r>crcent  by  weight  of  the 
suture. 

(2)  The  dyed  suture  shall  conform  in 
all  respects  to  the  requirements  of  the 
U.SJ». 

(3)  When  the  sutures  are  used  for  the 
purposes  specified  in  their  labding,  ttie 
color  additive  does  not  migrate  to  ttie 
surrounding  tissue. 

(4)  If  the  suture  is  a  new  drug,  an  ap¬ 
proved  new-drug  application,  pursuant 
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to  section  505  of  the  act,  is  in  effect  for 
it 

(d)  Labeling.  The  label  of  the  color  ad¬ 
ditive  shall  conform  to  the  requirements 
of  §  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  FDAC 
Blue  No.  2  shall  be  certified  in  accordance 
with  regulations  in  Part  80  of  this 
chapter. 

§  74.1 104  D&C  Bliu‘  No.  4. 

(a)  Identity.  (1)  The  color  additive 

£M{C  Blue  No.  4  is  principally  the  diam¬ 
monium  salt  of  ethyl(4-[p[ethyl(»n- 
sulfobenzyl)  amino  1  -  o  -  (o-sulfo- 

phenyl)  benzylidenel  -  2,5  -  cyclohexa- 
dien  -  1  -  ylidenel  <m-sulfobenzyl) 
ammonium  hydroxide  inner  salt  with 
smaller  amounts  of  the  Isomeric  diam- 
monlum  salts  of  ethyl  [4-fp-[ethyl(p- 
sulfobenzyl)  amlno]-a-(o-siilfophenyl) 
benzylidene]-2,5-cycl(^exadien  -  1-yli- 
doiel  (p-sulfobenzyl)  ammonium  hy¬ 
droxide  inner  salt  and  ethyl [ 4- [p- [ethyl 
(o-sulfobenzyl)  amino]  -  «  -  (o-sulfo- 
phenyl)  benzylidenel  -  2.5  -  cyclohexa- 
dien  -  1  -  ylidenel  (o-sulfobenzyl)  am- 
moniiun  hydroxide  inner  salt. 

(2)  Color  additive  mixtiu^  for  use  in 
externally  applied  drugs  made  with  D&C 
Blue  No.  4  may  contain  only  those  dilu¬ 
ents  that  are  suitable  and  that  are  listed 
in  Part  73  of  this  chapter  for  use  in  color 
additive  mixtures  for  coloring  externally 
applied  drugs. 

(b)  Specifications.  D&C  Blue  No.  4 
shall  conform  to  the  foUowing  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  Uiose  named  to  the  extent 
that  such  Impurities  may  be  avoided  by 
good  manufacturing  practice: 

Sum  of  volatUe  matter  (at  136*  C)  and  chlo¬ 
rides  and  sulfates  (calculated  as  sodium 
salts),  not  more  than  16  percent. 
Water'lnsoluble  matter,  not  more  than  0.2 
percent. 

Leuoo  base,  not  more  than  6  percent. 

Sum  of  0-,  m,  and  p-sulfobenzaldebydes, 
ammonium  salt,  not  more  than  1.6  per¬ 
cent. 

N-ethyl.  N-(m-8ulfobenzyl)  eulfanlllo  acid 
anunonlum  salt,  not  more  than  0.3  per¬ 
cent. 

Subsidiary  colon,  not  more  than  6  percent. 
Chromium  (as  Cr),  not  more  than  50  parts 
per  million. 

Lead  (as  Pb),  not  more  than  30  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Merciuy  (as  Hg),  not  more  than  1  piut  per 
million. 

Total  color,  not  less  than  85  percent. 

(c)  Uses  and  restrictions.  DliC  Blue 
No.  4  may  be  safely  used  in  externally 
applied  drugs  in  amounts  consistent 
vdth  good  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  cdor 
additive  and  any  mixtures  prepared 
therefrom  Intended  solely  or  in  part  tor 
coltHing  purposes  shall  conform  to  the 
requirements  ot  S  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  D&C 
Blue  No.  4  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.1109  DAC  Blue  No.  9. 

(a)  Identity.  The  color  additive  DItC 
Blue  Na  9  l8  principally  7,16-dichloro- 


6,15  -  dihydro  -  5,9,14,18  -  anthrazlne- 
tetrone. 

(b)  Specifications.  DbC  Blue  No.  9 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  ix^urities 
otho*  than  those  named  to  the  extent 
that  such  impurities  may  be  avoided  by 
good  manufacturing  practice: 

Volatile  matter  (at  135*  C.),  not  more  than 
3  percent. 

Matter  extractable  by  alcoholic  HCl  (0.1  ml 
of  (xmcentrated  hydrochloric  add  per  60 
ml  of  06  percent  ethyl  alcohol),  not  more 
than  1  percent. 

3-Amlno  anthraqulnone,  not  more  than  0.2 
pwrcent. 

Oi^;anlcally  combined  chlorine  In  pure  dye, 
13.0-14.8  percent. 

Lead  (as  Pb) ,  not  more  than  30  p,  m. 

Arsenic  (as  As),  not  more  than  3  p/m. 

Piue  color,  not  lees  than  07  percent. 

(c)  Uses  and  restrictions.  DliC  Blue 
No.  9  may  be  safely  used  for  coloring 
cotton  and  silk  surgical  sutures,  includ¬ 
ing  sutures  for  ophthalmic  use,  subject 
to  the  following  restrictions: 

(1)  The  dyed  suture  shall  conform  in 
all  respects  to  the  requirements  of  the 
U.S.P. 

(2)  The  quantity  of  the  color  additive 
does  not  exceed  2.5  percent  by  weight  of 
the  suture. 

(3)  When  the  sutures  are  used  for  the 
purposes  specified  in  their  labeling,  the 
color  additive  does  not  migrate  to  the 
surrounding  tissue. 

(4)  If  the  suture  is  a  new  drug,  a  new- 
drug  application  approved  pursuant  to 
section  505  of  the  act  is  in  effect  for  it. 

(d)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  S  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  DfcC 
Blue  No.  9  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.1205  DACI  Green  No.  5. 

(a)  Identity.  The  color  additive  DtiC 
Green  No.  5  is  principally  the  disodiiun 
salt  of  2,2'-[(9,10-dihydro-9,10-dloxo- 
1,4  -  anthracenediyl)  diimlno1bis[5  -  me- 
thyl-benzenesulfonlc  acidl. 

<b)  Specifications.  DliC  Green  No.  5 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  impurities  may  be  avoided  by 
good  manufacturing  practice: 

Siun  of  volatile  matter  (at  185«C)  and  cblor- 
Idee  and  sulfates  (calculated  as  sodium 
salts) ,  not  more  than  90.0  percent. 
Water-insoluble  matter,  not  more  than  0.3 
percent. 

1,4-Dlhydroxy-antbraquinone,  not  more  than 
0.3  percent. 

3-Amlno-m-toluene8ulfonlc  acid,  not  more 
than  0.3  percent. 

Subsidiary  colors,  not  more  than  5.0  percent. 
Lead  (as  Pb),  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  8  parts  per 
million. 

Total  color,  not  less  than  80.0  percent. 

(c)  Uses  and  restrictions.  DbC  Green 
No.  5  may  be  safely  used  to  color  nykm 
(the  copciymer  of  adipic  add  and  bexa- 
methylene  diamine)  nonabsorbable  sur¬ 
gical  sutures  for  use  in  general  surgery 
subject  to  the  following  restrictions: 
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(1)  The  quantity  of  color  additives 
does  not  exceed  0.6  percent  by  weight  of 
Uie  suture. 

(2)  The  dyed  suture  shall  conform  in 
an  respects  to  the  requirements  of  the 
United  States  Pharmacopeia. 

(3)  When  the  sutures  are  used  for  the 
purposes  specified  in  their  labeling,  there 
is  no  migration  of  the  color  additive  to 
the  surroimding  tissue. 

(4)  If  the  suture  is  a  new  drug,  an 
approved  new-drug  application,  pur¬ 
suant  to  section  505  of  the  act,  is  in  effect 
for  it. 

(d)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  i  70.25  of  this  chapter. 

(e)  Certification.  AU  batches  of  DIjC 
Green  No.  5  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

(Sec.  706(b),  (c).  (d).  74  Stat.  399-403;  21 
0.8.0.376  (b).  (c).  (d).) 

§  74.1206  DAC  Crten  No.  6. 

(a)  Identity.  The  color  additive  D&C 
Green  No.  6  is  1-4-di-p-toluldino  anthra- 
quinone. 

(b)  Specifications.  DbC  Green  No.  6 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufactiuing  practice: 

VolatUe  matter  (at  135*  C.),  not  more  than 
2.0  percent. 

Water-soluble  matter,  not  more  than  0  3  per¬ 
cent. 

Matter  Insoluble  In  carbon  tetrachloride,  not 
more  than  1 .6  percent. 

Intermediates,  not  more  than  0.6  pncent 
Lead  (as  Pb),  not  more  than  10  parts  per 
million. 

Arsenic  (as  As),  not  more  than  1  part  per 
mUllon. 

Pure  color,  not  less  than  96.0  percent. 

<c)  Uses  and  restrictions.  (1)  DliC 
Green  No.  6  may  be  safely  used  at  a  level, 
(1)  not  to  exceed  0.75  percent  by  weight 
of  the  suture  material  for  coloring 
polyethylene  terephthalate  surgical 
sutures,  including  sutures  for  ophthalmic 
use;  and  (11)  not  to  exceed  0.1  percent  by 
weight  of  the  suture  material  for  color¬ 
ing  polyglycolic  acid  surgical  sutures,  in¬ 
cluding  sutures  for  ophthalmic  use. 

(2)  [Reserved! 

(3)  When  the  sutures  are  used  for  the 
purposes  specified  in  their  labeling,  the 
color  addit.ve  does  not  migrate  to  the 
surrounding  tissue. 

(4)  If  the  suture  is  a  new  drug,  an  ap¬ 
proved  new  drug  application,  pursuant  to 
section  505  of  the  act.  is  in  effect  for  It 

(d)  Labeling.  The  label  of  the  colm* 
additive  shall  conform  to  the  require¬ 
ments  of  S  70.25  ot  this  chapter. 

(e)  Certification.  All  batches  ot  DbC 
Green  No.  6  shall  be  certified  In  accord¬ 
ance  with  regulations  promulgated  under 
Part  80  of  this  chapter. 

§  74.1208  DAC  Green  No.  8. 

(a)  Identity.  (1)  The  color  additive 
DbC  Green  No.  8  Is  principally  the  trl- 
sodium  salt  of  8-hydroxy- l.S,6-pyretifr- 
trlsulfonlc  add. 

(2)  Color  additive  mixtures  for  use  m 
externally  applied  drugs  made  with  DbC 


22,  1977 


15658 


RULES  AND  REGULATIONS 


Green  No.  8  may  contain  only  those  dil¬ 
uent^  that  are  suitable  and  that  are 
listed  in  Part  73  of  this  chapter  for  use 
in  color  additive  mixtures  for  coloring 
externally  applied  drugs. 

(b)  Specifications.  D&C  Green  No.  8 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  impurities  may  be  avoided  by 
good  manufacturing  practices; 

Volatile  matter  (at  136*  C),  not  more  than 
16  percent. 

Water-Insoluble  matter,  not  more  than  0.2 
percent. 

Chlorides  and  sulfates  (calculated  as  sodium 
salt) ,  not  more  than  20  percent. 

The  trlsodium  salt  of  1,3,6-pyrenetrisulfonlc 
acid,  not  more  than  6  percent. 

The  tetrasodlum  salt  of  l,3,6,e-pyTenetetra- 
sulfonic  acid,  not  more  than  1  percent. 
Pyrene,  not  more  than  0.2  percent, 
load  (as  Pb),  not  more  than  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  pa* 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  65  percent. 

(c)  Uses  and  restrictions.  D&C  Green 
No.  8  may  be  safely  used  In  externally 
aiH>lled  dings  in  amounts  not  exceeding 
0.01  percent  by  weight  of  the  finished 
IMtHiuct. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  In  pt^  for 
coloring  purposes  shall  conform  to  the 
requirements  of  S  70.25  of  this  chapter. 

(e)  CertifioatioTi.  All  batches  of  D&C 
Green  No.  8  shall  be  certified  In  accmxl- 
ance  with  regulations  In  Part  80  of  this 
chapter. 

§  74.1303  FD&C  Red  No.  3. 

(a)  Identity  and  specifications.  (1) 
The  color  additive  FD&C  No.  3  shall 
conform  in  identity  and  specifications  to 
the  requirements  of  S  74.303(a)  (1)  and 

(b). 

(2)  Color  additive  mixtures  for  In¬ 
gested  drug  used  made  with  FD&C  Red 
Na  3  may  contain  only  those  dUumts 
that  are  suitable  and  that  are  listed  In 
Part  73  of  this  chapter  as  safe  for  use  In 
color  additive  mixtures  for  coloring  in¬ 
gested  drugs. 

(b)  Uses  and  restrictions.  FD&C  Red 
No.  3  may  be  safely  used  for  coloring  In¬ 
gested  drugs  in  amounts  constetent  with 
good  manufacturing  practice. 

(c)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  scdely  or  In  part  for 
coloring  piuposes  shall  confirm  to  the 
requirements  of  §  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  FD&C 
Red  No.  3  Shan  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.1304  FD&C  Red  Na.  4. 

(a)  Identity.  (1)  The  color  additive 
FD&C  Red  No.  4  Is  principally  the  di- 
sodiiim  salt  of  3-[(2,4-dliiHih3d-5-sulfo- 
phenyl)  arol  -  4  -  hyrdroxy  -  1  -  naphtha¬ 
lene  sulfonic  acid. 

(2)  Color  additive  mixtures  for  use  in 

cxtcmaHy  sfiplted  drugs  made  with 
FDfcC  Red  Na  4  nmy  eontaln  only  those 


diluents  that  are  suitable  and  that  are 
listed  In  Part  73  of  this  chapter  for  use 
In  color  additive  mixtures  for  coloring 
externally  aiH>lied  drugs. 

(b)  Speci^ations.  FD&C  Red  No.  4 
shaU  conform  to  the  following  specifica- 
tlcms  and  shall  be  free  from  Impurities 
other  than  those  named  to  the  extent 
that  such  Impiulties  may  be  avoided  by 
good  manufactmlng  prsM^tlce: 

Sum  of  volatile  matter  (at  135*  C.)  and 
chlorides  and  sulfates  (calculated  as  so- 
dliun  salts),  not  more  than  13  percent. 
Water-insoluble  matter,  not  more  than  0.2 
percent. 

5-Amlno-2,4-dlmeth3rl  -  1  -  benzenesulfonlc 
acid,  sodium  salt,  not  more  than  0.2  per¬ 
cent. 

4-Hydroxyl-l-naphthalenesulfonlc  acid,  so¬ 
dium  salt,  not  more  than  0.2  percent. 
Subsidiary  colors,  not  more  than  2  percent. 
Lead  (as  Pb),  not  more  than  10  parts  pw 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Merexur  (as  Hg),  not  more  than  1  part  per 
miUion. 

Total  color,  not  less  than  87  percent. 

(c)  Uses  and  restrictions.  FD&C  Red 
No.  4  may  be  safely  used  In  externally 
applied  drugs  in  amounts  consistent  with 
good  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  Intended  sddy  or  in  part  fm: 
coloring  purposes  shall  conform  to  the 
requirements  of  f  70.25  ot  this  chapter. 

(e)  Certification.  All  batches  of  FD&C 
Red  Na  4  shall  be  certified  In  accordsmee 
with  regulations  In  Part  80  of  this 
chapter. 

§  74.1317  D&C  Red  No.  17. 

(a)  Identity.  (1)  The  color  additive 
D&C  Red  No.  17  Is  principally  l-t[4- 
(phenylazo)  phenyl  [azol  -  2-nai^thal- 
enol. 

(2)  Color  additive  mixtines  for  drug 
use  made  with  D&C  Red  No.  17  may  con¬ 
tain  (mly  those  diluents  that  are  suitable 
and  that  are  listed  In  Part  73  of  this 
chapter  as  safe  for  use  in  color  additive 
mixtures  for  coloring  externally  applied 
drugs. 

(b)  Specifications.  D&C  Red  No.  17 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities, 
other  than  those  named,  to  the  extent 
that  such  other  impiirltles  may  be 
avoided  by  good  manufacturing  practice: 

Volatile  matter  (at  136*  C).  not  more  than 
5  percent. 

Matter  insoluble  in  both  toluene  and  water, 
not  more  than  0.5  percent. 

ChlM'ides  and  sulfates  (calculated  as  sodium 
salts) ,  not  more  than  3  percent. 

Aniline,  not  mwe  than  0.2  percent. 
4-Aminoazobenzene,  not  more  than  0.1  per¬ 
cent. 

2-Naphthol,  not  more  than  0.2  percent. 
l-(Ftaenylazo)-2-naphthol,  not  more  than  3 
percent. 

l-[ [2-(phenylazo)  phenyl]azo]-2-naphthal- 
enol,  not  more  than  2  percent. 

Lead  (as  Fh),  not  more  than  20  parts  per 
mUllon. 

Arsenic  (as  As),  not  more  than  3  parts  per 

mlTUnn 

l&ercury  (as  Hg),  not  mors  than  1  part  per 
mmon. 

Total  color,  not  leas  than  90  percent. 


(c)  Uses  and  restrictions.  D&C  Red  No. 
17  may  be  safely  used  in  externally  ap¬ 
plied  drugs  in  amounts  consistent  with 
good  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  color 
additive  smd  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  cnirposes  shall  conform  to  the 
requirements  of  §  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  D&C 
Red  No.  17  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.1331  D&C  Red  No.  31. 

(a)  Identity.  (1)  The  color  additive 
D&C  Red  No.  31  Is  princ4>ally  the  calcium 
salt  of  3-hydroxy  -  4-(phenylazo)  -  2- 
naphthalenecarboxylic  acid. 

(2)  Color  additive  mixtiues  for  drug 
use  made  with  D&C  Red  No.  31  may  con- 
tain  only  those  diluents  that  are  suitable 
and  that  are  listed  in  Part  73  of  this 
chapter  as  safe  for  use  in  color  additive 
mixtures  for  coloring  externally  applied 
drugs. 

(b)  Specifications.  D&C  Red  No.  31 
shall  conform  to  the  following  specifica- 
tl(ms  and  shall  be  free  from  Impurities, 
other  than  those  named,  to  the  extoit 
that  such  other  Impurities  may  be 
avoided  by  good  manufacturing  practice: 

Sum  of  volatile  matter  (at  138*  C)  and  chlor¬ 
ides  and  sulfates  (calculated  as  sodium 
salts) ,  not  more  than  10  pweent. 

Aniline,  not  more  than  0.2  percent. 
3-Hydroxy-2-na{>hthola  add.  caldum  salt, 
not  mon  than  0.4  percent. 

Subsidiary  colors,  not  more  than  1  percent. 
Lead  (as  Pb),  not  more  than  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg).  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  90  percent. 

(c)  Uses  and  restrictions.  D&C  Red  No. 
31  may  be  safely  used  in  externally  ap¬ 
plied  drugs  in  amoimts  consistent  with 
good  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  Intended  sidely  or  in  part  lor 
coloring  purposes  shall  conform  to  the 
requirements  of  S  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  D&C 
Red  No.  31  shall  be  certified  in  accord¬ 
ance  with  regulations  In  Part  80  of  this 
chapter. 


§  74.1334  D&C  Red  No.  34. 

(a)  Identity.  (1)  The  color  additive 

D&C  Red  No.  34  is  principally  the  cal-  i 
cium  salt  of  3-hydroxy-4-[(l-8ulfo-2- 
najdithalenyl)  azol  -  2  -  naphthalenecar- 
boxylic  acid. 

(2)  Color  additive  mixtures  for  drug 
use  made  with  DftC  Red  No.  34  may  con¬ 
tain  only  those  diluents  that  are  suitable 
and  that  are  listed  in  Part  73  of  this 
chapter  as  safe  for  use  in  color  additive 
mixtures  for  coloring  extwmally  applied 
drugs. 

(b)  Specifications.  D&C  Red  No.  34 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impurities, 
other  than  those  named,  to  the  extent 
that  such  other  impurities  may  be  avoid¬ 
ed  by  good  manufacturing  practice : 
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Sum  of  TolmUle  matter  (at  1S6*  C)  and  chlo¬ 
rides  and  sulfates  (calculated  at  sodium 
salts),  not  more  than  15  percent. 
9-Amlno-l-naphthalenesulfonle  acid,  cal¬ 
cium  salt,  not  more  than  0  J  percent. 
S-Hydroxy-2-napbtholc  add,  not  more  than 
0.4  percent. 

Subsidiary  cdors,  not  more  than  4  percent. 
Lead  (as  Pb) ,  not  more  than  ao  parts  per  mil¬ 
lion. 

Arsenic  (as  As),  nor  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color  not  less  than  86  percent. 

(c)  Uses  and  restrictions.  The  color 
additive  D&C  Red  No.  34  may  be  safely 
used  for  coloring  externally  applied 
drugs  in  amounts  consistent  with  good 
manufacturing  practice. 

(d)  Labeling.  The  label  of  the  coIot 
additive  and  any  mixtures  prepared 
therefrom  Intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  S  70.25  of  this  chapter. 

(e)  CertiAcation.  All  batches  of  D&C 
Red  No.  34  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

Note;  The  provisions  of  I  74.1334  listing  DftC 
Red  No.  34  for  use  In  drugs  were  stayed  pend¬ 
ing  resolution  of  a  questhm  concerning  the 
possible  presence  of  /)-naphthylamlne  (42  FR 
12424,  March  4,  1977) . 

§  74.1339  D&C  Red  No.  39. 

(a)  Identity.  (1)  The  color  additive 
D&C  Red  No.  39  is  o-[p(/3,/3'-dihydroxy- 
dlethylamino)  -phenylazol-benzoic  acid. 

(2)  Color  additive  mixtures  made  with 
DliC  Red  No.  39  may  contain  the  follow¬ 
ing  diluents:  Water,  acetone,  isopropyl 
alcohol,  and  specially  denatured  alcohols 
used  in  accordance  with  26  CFR  Part 
212. 

(b)  SpeciAcations.  D&C  Red  No.  39 
shall  conform  to  the  following  specifica¬ 
tions  and  ^all  be  free  from  impurities 
othtf  than  those  named  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  practice : 

Volatile  matter  (at  100*  C.).  not  more  than 
2.0  percent. 

Matter  insoluble  in  acetone,  not  more  than 
1.0  percent. 

AnthranUic  acid,  not  more  than  0.2  percent. 
NJV-(5,^'-Dlhydrozy-dlethyl)  aniline,  not 
more  than  02  percent. 

Subsidiary  colors,  not  more  than  3.0  percent. 
Lead  (as  Pb),  not  more  than  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Pure  color,  not  less  than  '95.0  percent. 

(c)  Uses  and  restrictions.  The  color 
additive  DbC  Red  No.  39  may  be  safely 
used  for  the  coloring  of  quaternary  am¬ 
monium  ^rpe  germicidal  solutions  in¬ 
tended  for  external  sq?plicatlon  only,  and 
subject  to  the  further  restriction  that  the 
quantity  of  the  color  additive  does  not 
exceed  0.1  percent  by  weight  of  the 
finished  drug  product. 

(d)  Labeling.  The  label  the  color 
additive  and  any  mixtures  prepared 
therefrmn  and  Intended  solely  ox  in  part 
for  coloring  purposes  shall  eonform  to 
the  requirements  of  i  70.25  of  this  chap¬ 
ter. 


(e)  CertiAcation.  All  batches  ot  DAC 
Red  No.  39  shall  be  certified  in  accord¬ 
ance  with  regulations  promulgated  under 
Part  80  of  this  chapter. 

§  74.1340  FD&C  Red  No.  40. 

(a)  Identity  and  speciAcations.  (1) 
The  color  additive  FEMiC  Red  No.  40  shall 
conform  In  idoitity  and  specifications  to 
the  requirements  of  S  74.340(a)  (1)  and 

(b). 

(2)  Color  additive  mixtures  for  drug 
use  made  with  FD&C  Red  No.  40  may 
contain  (xily  those  diluents  that  are 
suitable  and  that  are  listed  in  Part  73 
of  this  chapter  as  safe  for  use  in  color 
additive  mixtures  for  coloring  drugs. 

(3)  The  listing  of  this  color  additive 
includes  lakes  prepared  as  described  in 
§§  82.51  and  82.1051  of  this  chapter,  ex¬ 
cept  that  the  color  additive  used  Is 
PD&C  Red  No.  40  and  the  resultant  lakes 
meet  the  specification  and  labeling  re¬ 
quirements  prescribed  by  SS  82.51  or 
82.1051  of  this  chapter. 

(b)  Uses  and  restrictions.  FDfcC  Red 
No.  40  may  be  safely  used  in  coloring 
drugs,  subject  to  the  restiicticms  on  use 
of  color  additives  In  S  70.5  of  this  chap¬ 
ter,  In  amounts  consistent  with  good 
manufacturing  practice. 

(c)  Labeling.  The  label  of  the  color 
additive  and  any  lakes  or  mixtures  pre¬ 
pared  therefrom  Intended  solely  or  In 
part  for  colorin'*  purposes  shall  conform 
to  the  requirements  of  S  70.25  of  this 
chapter. 

(d)  CertiAcation.  All  batches  of  PD&C 
Red  No.  40  and  lakes  there<rf  shall  be 
certified  in  accordance  with  regulations. 
In  Part  80  of  this  chapter. 

§  74.1602  DAC  Violet  No.  2. 

(a)  Identity.  (1)  The  color  additive 
DL'C  Violet  No.  2  Is  principally  1-hy¬ 
droxy  -  4  -  [(4  -  methlyi^enyl) amino]  - 
9,10-anthracenedione. 

(2)  Color  additive  mixtures  for  xise  In 
externally  applied  drugs  made  with  D&C 
Violet  No.  2  may  contain  only  those  dilu¬ 
ents  that  are  suitable  and  that  are  listed 
in  Part  73  of  this  chapter  as  safe  for  use 
In  color  adtfitlve  mixtures  for  coloring 
externally  applied  drugs. 

(b)  SpeciAcations.  DAC  Violet  No.  2 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  Impurities, 
other  than  those  named,  to  the  extent 
that  such  other  impurities  can  be  avoid¬ 
ed  by  good  manufacturing  practice: 

Volatile  matter  (at  136*  C.),  not  more  than 
2.0  percent. 

Matter  Insoluble  In  both  carbon  tetrachlo¬ 
ride  and  water,  not  more  than  02  pwerat. 
p-Toluldlne,  not  man  than  02  percent. 
l-Hydrozy-9,10-anthracenedione,  not  mart 
than  0.6  percent. 

1,4  -  Dihydroxy  -  9,10  -  anthracenedione,  not 
more  than  02  percent. 

Subsidiary  colon,  not  more  than  1.0  percent. 
iMd  (as  Pb) ,  not  more  than  20  parts  per  mil¬ 
lion. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Total  c(4or,  not  leas  than  96.0  percent. 

(c)  Uses  and  restrietUms.  (1)  Hie 
c(dor  additive  DbC  Violet  Vto.  3  may  be 
safely  used  for  ctdorlng  externally  ap¬ 


plied  drugs  In  amounts  consistent  with 
good  manufacturing  practice. 

(2)  D&C  Violet  No.  2  may  be  safely 
used  for  coloring  glycolic-lactic  acid 
polyester  (USAN  polyglactln  910)  syn¬ 
thetic  absorbable  sutures  for  use  in  gen¬ 
eral  and  <H>hthalmlc  surgery  subject  to 
the  following  restrictions: 

(1)  The  quantity  of  the  color  additive 
does  not  exceed  0.2  percent  by  weight  of 
the  suture. 

(il)  If  the  suture  is  a  new  drug,  an  ap¬ 
proved  new  drug  application,  pursuant  to 
sectiem  505  of  the  act,  is  in  effect  for  it. 

(dX  Labeling.  The  label  of  the  color  ad¬ 
ditive  and  any  mixtures  prepared  there¬ 
from  intended  solely  or  in  part  for  color¬ 
ing  purposes  shall  conform  to  the  re¬ 
quirements  of  S  70.25  of  this  chapter. 

(e)  CertiAcation.  All  batches  of  D&C 
Violet  No.  2  shall  be  certified  In  accord¬ 
ance  with  regulations  In  Part  80  of  this 
chapter. 

§  74.1703  FDAC.  No.  5. 

(a)  Identity  and  speciAcations.  (1) 
The  color  additive  PD&C  Yellow  No.  5 
shall  conform  in  identity  and  specifica¬ 
tions  to  the  requirements  of  S  74.705  (a  > 
(1)  and  (b). 

(2)  Color  additive  mixtures  for  In¬ 
gested  drug  use  made  with  FD&C  Yellow 
No.  5  may  ccmtaln  (xily  those  diluents 
that  are  suitable  and  that  are  listed  in 
Part  73  of  this  chapter  as  safe  for  use  in 
color  additive  mixtimes  for  coloring  in¬ 
gested  drugs. 

(b)  Uses  and  restrictions.  FD&C  Yel¬ 
low  No.  5  may  be  safely  used  for  coloring 
ingested  drugs  generally  In  amounts 
consistent  with  good  manufacturing 
practice. 

(c)  Labeling  requirements.  The  label 
of  the  color  additive  and  any  mixtures 
Intended  solely  or  In  part  for  coloring 
purposes  lu'epared  therefrom  shall  con¬ 
form  to  the  requirements  of  I  70.25  of 
this  chapter. 

(d)  CertiAcation.  All  batches  of  FD&C 
Yellow  No.  5  shall  be  certified  in  accord¬ 
ance  with  regulatimis  in  Part  80  of  this 
chapter. 

§  74. 1 707  D&C  Yellow  No.  7. 

(a)  Identity.  (1)  The  color  additive 
DtC  Yellow  No.  7  is  principally 
fluorescein. 

(2)  Color  additive  mixtures  for  use  in 
externally  applied  drugs  made  with  DliC 
Yellow  No.  7  may  ctmtaln  only  those 
diluents  that  are  suitable  and  that  are 
listed  In  Part  73  of  this  chapter  for  use 
In  color  additive  mixtures  for  coloring 
externally  iqipUed  drugs. 

(b)  SpeciAcations.  D&C  Yellow  No.  7 
shall  conform  to  the  fc^owlng  specifica¬ 
tions  and  shall  be  free  from  impurities 
other  than  those  named  to  the  extent 
that  such  impurities  may  be  avoided  by 
good  manufacturing  practice: 

Sum  of  water  and  chlorldM  ami  sulfataa 
(calculated  as  sodium  salts),  not  man 
than  6  percent. 

Matter  Insoluble  In  alkaUne  water,  not  more 
than  02  percent. 

Resorcinol,  not  more  than  02  percent. 
Fhthallc  arid,  not  more  than  02  percent. 
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2-(2,4-Dib7drozybenzoyl  benzoic  Mid.  nol 
more  than  0^  percent. 

LecMl  (as  Pb),  not  man  than  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  94  percent. 

(c)  Uses  and  restrioUons.  D&C  Yellow 
No.  7  may  be  safely  used  In  externally 
applied  dm^  In  amomits  consistent  with 
good  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  color  ad¬ 
ditive  and  any  mixtures  prepared  there¬ 
from  intended  solely  or  in  p^  for  color¬ 
ing  purposes  shall  conform  to  the  re¬ 
quirements  of  §  70.25  of  this  chs^ter. 

(e)  Certification.  All  batches  of  D&C 
Yellow  No.  7  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.1707a  Exi.  D&C  Yellow  No.  7. 

(a)  Identity.  (1)  The  color  additive 
Ext.  E>&C  Yellow  No.  7  is  princhially  the 
disodium  salt  of  8-hydroxy-5,7-dinitro- 
2-naphthalenesulf<mic  acid. 

(2)  Color  additive  mixtures  for  drug 
use  made  with  Ext.  D&C  Yellow  No.  7 
may  contain  only  those  diluents  that 
are  suitable  and  that  are  listed  In  Part 
73  of  this  chapter  as  safe  fore  use  in  color 
additive  mixtures  for  coloring  externally 
applied  drugs. 

(b)  Specifications.  Ext.  D&C  Yellow 
No.  7  shall  conform  to  the  following 
specifications  and  shall  be  free  from  im¬ 
purities,  other  than  those  named,  to  the 
extent  that  such  other  Impurities  may  be 
avoided  by  good  manufacturing  practice: 

Sum  of  volatile  matter  (at  135*  C)  and  chlo¬ 
rides  and  sulfates  (calculated  as  sodium 
salts),  not  more  than  15  percent. 
Water-insoluble  matter,  not  more  than  0.2 
percent. 

1-Naphthol,  not  more  than  0J2  percent. 
2,4-Dinltro-l-naphthol,  not  more  than  0.03 
percent. 

Lead  (as  Pb),  not  more  than  20  parts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  85  percent. 

(c)  Uses  and  restrictions.  Ext.  D&C 
Yellow  No.  7  may  be  safely  used  in  ex¬ 
ternally  applied  drugs  in  amounts  con¬ 
sistent  vuth  good  manufacturing  prac¬ 
tice. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  §  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  Ext. 
D&C  Yellow  No.  7  shall  be  certified  in  ac¬ 
cordance  with  regulations  in  Part  80  of 
this  chapter. 

§  7 1. 1 708  D&C  Yellow  No.  8. 

.  (a)  Identity.  (1)  Ihe  polor  additive 
D&C  Yellow  No.  8  is  principally  the  di¬ 
sodium  salt  of  fiuorescein. 

(2)  Color  additive  mixtures  for  use 
in  externally  applied  drugs  made  with 
D&C  Yellow  No.  8  may  contain  only 
those  diluents  that  are  suitable  and  that 
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are  listed  In  Part  73  of  this  chapter  fm* 
use  In  ctdor  addittve  mixtures  for  color¬ 
ing  externally  aj^lled  drugs. 

(b)  Specifications.  DbC  Ydlow  No.  8 
shall  be  free  from  ImpuritleB  other  than 
those  named  to  the  extent  that  such 
Impurities  may  be  avoided  by  good  man¬ 
ufacturing  practice: 

Sum  of  water  and  chlorides  and  sulfates 
(calculated  as  sodium  salts),  not  more 
than  15  percent. 

Matter  insoluble  in  alkaline  water,  not  more 
than  6.3  p«cent. 

Resorcinol,  not  more  than  0.6  p»cent. 
Fhthallc  acid,  not  more  than  1  percent. 

2- (2,4-Dihydroxybenzoyl)  benzoic  acid,  not 
more  than  0.6  percent. 

Lead  (as  Pb),  not  more  than  20  parts  per 
miUion. 

Arsenic  (as  As),  not  more  than  3  parts  per 
mUlion. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  85  percent. 

(c)  Uses  and  restrictions.  D&C  Yellow 
No.  8  may  be  safely  used  in  externally 
applied  drugs  in  amounts  consistent  with 
good  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  §  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  D&C 
Yellow  No.  8  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.171 1  D&C  Yellow  No.  11. 

(a)  Identity.  (1)  The  color  additive 
D&C  Yellow  No.  11  is  principally  2-(2- 
quinolyl)  -1,3-indandione. 

(2)  Color  additive  mixtures  for  drug 
use  made  with  D&C  Yellow  No.  11  may 
contain  only  those  diluents  that  are 
suitable  and  that  are  listed  in  Part  73 
of  this  chapter  as  safe  for  use  in  color 
additive  mixtures  for  coloring  externally 
applied  drugs. 

(b)  Specifications.  D&C  Yellow  No.  11 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  impiuities, 
other  than  those  named,  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  practice: 

Volatile  matter  (at  135*  C).  not  more  than 
1  percent. 

Ethyl  alcohol-insoluble  matter,  not  more 
than  0.4  percent. 

Phathalic  acid,  not  more  than  0.3  percent. 
Quinaldine,  not  more  than  0.2  percent. 
Subsidiary  colors,  not  more  than  6  percent. 
Lead  (as  Pb),  not  more  than  20  parts  per 
miUion. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  96  percent. 

(c)  Uses  and  restrictions.  D&C  Yellow 
No.  11  may  be  safely  used  in  externally 
applied  drugs  in  amounts  consistent  with 
go^  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  color 
additive  and  any  mixtures  prepared 
therefrom  intended  solely  or  in  part  for 
coloring  purposes  shall  conform  to  the 
requirements  of  §  70.25  of  this  chapter. 

(e)  Certification.  All  batches  of  D&C 
Yellow  No.  11  shall  be  certified  in  ac- 


ance  with  regulations  In  Part  80  of  this 
chapter. 

Subpart  C — Cosmetics 
§  74.2104  DftC  Blue  No.  4. 

(a)  Identity  and  specifications.  The 
color  additive  D&C  Blue  No.  4  shall 
conform  in  Identity  and  specifications  to 
the  requirements  of  §  74.1104(a)  (1)  and 

(b). 

(b)  Uses  and  restrictions.  D&C  Blue 
No.  4  may  be  safely  used  for  coloring 
externally  applied  cosmetics  in  amounts 
consistent  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  $  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  D&C 
Blue  No.  4  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.2151  D&C  Brown  No.  1. 

(a)  Identity.  The  color  additive  D&C 
Brown  No.  1  is  a  mixture  of  the  sodium 
salts  of  4[[5-[(dialkylphenyl)azo]-2,4- 
dlhydrox3^henyl1azo]  -  benzenesulfonic 
acid.  The  alkyl  group  is  principally  the 
methyl  group. 

(b)  Specifications.  D&C  Brown  No.  1 
shall  conform  to  the  following  specifica¬ 
tions  and  shall  be  free  from  Impurities 
other  than  those  named  to  the  extent 
that  such  other  impurities  may  be 
avoided  by  good  manufacturing  prac¬ 
tice: 

Sum  of  volatile  matter  (at  135*  C)  and 
chlorides  and  sulfates  (calculated  as  so¬ 
dium  salts),  not  more  than  16  percent. 
Water-insoluble  matter,  not  more  than  0.2 
percent. 

Sulfanllic  acid,  sodium  salt,  not  more  than 
0.2  percent. 

Resorcinol,  not  more  than  0.2  percent. 
Xylidlnes,  not  more  than  0.2  percent. 
Disodium  salt  of  4[[6-l(4-sulfophenyl)- 
azo]-2,4-dihydroxyphenyl]azo]  benzene¬ 
sulfonic  acid,  not  more  than  3  percent. 
Monosodium  salt  of  4[6- [(2,4-dimethyl - 
phenyl)azo]  -  2,4  -  dlhydroxyphenyl]a?ol, 
benzenesulfonic  acid,  not  less  than  29 
percent  and  not  more  than  39  percent. 
Monosodium  salt  of  4[  [5- [  (2,6-dimethyl- 
phenyl  )azo]  -  2,4  -  dihydroxyphenyllazo] 
benzenesulfonic  acid,  not  less  than  12  per¬ 
cent  and  not  more  than  17  percent. 
Monosodium  salt  of  4[(5-[(2,3-dlmethyl- 
phenyl)azo]  -  2,4  -  dlhydroxyphenyDazo) 
benzenesulfonic  acid,  not  less  than  6  per¬ 
cent  and  not  more  than  13  percent. 
Monosodium  salt  of  4(  (5-[(2-ethylphenyl) - 
azo]  -2,4-dihydroxyphenyl  ]  -azo)  benzene¬ 
sulfonic  acid  not  less  than  5  percent  and 
not  more  than  12  percent. 

Monosodium  salt  of  4[  [6-[  (3,4-dimethyl- 
phenyl)azol  -  2,4  -  dihydroxyphenyllazo] 
benzenesulfonic  acid,  not  less  than  3  per¬ 
cent  and  not  more  than  9  percent. 
Monosodium  salt  of  4[  |6-[(2,6,-dlmethyl- 
phenyl)azo)  -  2,4  -  dihydroxyphenyllazo] 
benzenesulfonic  acid,  not  less  than  3  per¬ 
cent  and  not  more  than  8  percent. 
Monosodium  salt  of  4[[6-[(4-ethylphenyl) 
azol-2.4-dlhydroxyphenyll-azol  benzene¬ 
sulfonic  acid,  not  less  than  2  percent  and 
not  more  than  8  percent. 

Lead  (as  Pb).  not  more  than  20  i^rts  per 
million. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 
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McrcxuT  (M  Hg),  not  man  than  1  part  par 

millini. 

Total  color,  not  leaa  than  M  pareent. 

(c)  Uses  and  restrietUms.  DRC  Brown 
No.  1  may  be  safely  used  for  coloring  ex¬ 
ternally  applied  cosmetics  In  amounts 
consistent  with  good  manufacturing 
practice. 

(d)  LdbeUng.  Hie  label  of  the  color 
additive  shall  conform  to  the  r^ulre- 
ments  of  i  70.25  of  this  chapter. 

(e)  Certi/lcaUon.  AH  batdies  of  D&C 
Brown  No.  1  shall  be  certified  in  ac¬ 
cordance  with  regulations  in  Part  80  of 
this  chapter. 

§  74.2208  D&C  Green  No.  8. 

(a)  Identity  and  specifications.  The 
color  additive  DIcC  Green  No.  8  shall 
conform  in  identity  and  specifications  to 
the  requirements  of  S  74.1208  (a)(1)  and 

(b). 

(b)  Uses  and  restrictions.  DbC  Ore^ 
No.  8  may  be  safely  used  for  coloring  ex- 
temaDy  applied  cosmetics  in  amounts 
not  exceeding  0.01  percent  by  weight  of 
the  finished  cosmetic  product. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  I  70.25  of  this  cluqiter. 

(d)  Certification.  All  batches  of  DliC 
Green  No.  8  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.2304  FD&C  Red  No.  4. 

(a)  Identity  and  specifications.  The 
color  additive  PDfcC  No.  4  shall  c<xi- 
form  in  identity  and  specifications  to  the 
requirements  of  S  74.1304(a)  (1)  and  (b). 

(b)  Uses  and  restrictions.  PDfcC  Red 
No.  4  may  be  safely  used  for  coloring 
externally  applied  cosmetics  in  amounts 
ctmslstent  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  S  70.25  of  tills  chapter. 

(d)  Certification.  All  batches  of  FDliC 
Red  No.  4  Shan  be  certified  in  accord¬ 
ance  with  regulatlcxis  in  Part  80  of  this 
chapter. 

§  74.2317  D&C  Red  No.  17. 

(a)  Identity  and  specifications.  The 
color  additive  D&C  Red  No.  17  shall  con-, 
form  in  Identity  and  specifications  to  the 
requirements  of  S  74.1317  (a)  (1)  and  (b) . 

(b)  Dses  and  restricttons.  DfcC  Red  No. 
17  may  be  safely  used  for  coloring  ex¬ 
ternally  aivlled  cosmetics  in  amounts 
conslst^t  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  t^  require¬ 
ments  of  i  70.25  of  this  chapter. 

(d)  Certification.  AU  batches  of  D&C 
Red  No.  17  shaU  be  certified  in  accord¬ 
ance  with  regiilatlons  in  Part  80  of  this 
chapter. 

§  74.2331  DAC  Red  No.  31. 

(a)  Identity  and  specifications.  The 
color  additive  D&C  Red  No.  31  shaU  con¬ 
form  in  Identity  and  specifications  to  the 
requironents  ot  |  74.1331(a)(1)  and  (b>. 

(b)  Uses  and  restrictions.  DtC  Red  No. 
31  may  be  safely  used  for  coloring  ex¬ 
ternally  applied  cosmetics  in  amounts 


consistent  with  good  manufacturing 
practice. 

(c)  Labeling.  The  labti  of  the  color  ad¬ 
ditive  Shan  ocmform  to  the  requirements 
ot  I  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  D&C 
Red  No.  31  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.2334  D&C  Red  No.  &4. 

(a)  Identity  and  specifications.  The 
color  additive  D&C  Red  No.  34  shall  con¬ 
form  in  Idoitity  and  specifications  to  the 
requirements  of  1 74.1334(a)  (1)  and  (b) . 

(b)  Uses  and  restrictions.  D&C  Red  No. 
34  may  be  safely  used  for  o<dorlng  ex¬ 
ternally  applied  cosmetics  in  amoimts 
consisteni  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  i  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  D&C 
Red  No.  34  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

Non:  The  provisions  ot  i  74.2334  listing  DfcC 
Red  No.  34  for  cosmetic  nee  were  stayed  pend¬ 
ing  resolution  ot  a  question  concerning  the 
possible  presence  of  S-napbtbylamlne  (42  FR 
12424,  3iarch  4,  1977). 

§  74.2340  FD&C  Red  No.  40. 

(a)  Identity  and  specifications.  (1) 
The  color  additive  FD&C  Red  No.  40  shall 
conform  in  Identity  and  specifications  to 
the  requirements  of  9  73.340  (a)  (1)  and 

(b)  of  this  chapter. 

(2)  The  listing  of  this  color  additive 
Includes  lakes  prepared  as  described  in 
99  82.51  and  82.1051  of  this  chapter,  ex¬ 
cept  that  the  color  additive  used  is  FD&C 
Red  No.  40  and  the  resultant  lakes  meet 
the  specificatlmi  and  labeling  require¬ 
ments  prescribed  by  9  82.51  or  9  82.1051 
of  this  chapter. 

(b)  Uses  and  restrictions.  FD&C  Red 
No.  40  may  be  safely  used  in  coloring 
cosmetics  generally  subject  to  the  follow¬ 
ing  restricticms: 

(1)  The  color  additive  may  be  used  in 
amounts  consistent  with  good  manufac¬ 
turing  practice. 

(2)  The  color  additive  shall  not  be 
exposed  to  oxidizing  or  reducing  agents 
which  may  affect  the  integrity  of  the 
color  or  any  other  conditions  which  may 
affect  the  integrity  of  the  color. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  9  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  FD&C 
Red  No.  40  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.2602  D&C  Violet  No.  2. 

(a)  Identity  and  specifications.  The 
color  additive  D&C  Violet  No.  2  shaU  con- 
ftxm  in  identity  and  specifications  to 
the  requirements  of  9  74.606  (a)(1)  and 
(b). 

(b)  Uses  and  restrictions.  The  color 
additive  D&C  Violet  No.  2  may  be  safely 
used  for  coloring  externally  applied  cos¬ 
metics  in  amounts  consistent  with  good 
manufacturing  practice. 


(c)  Labeling.  The  lab^  of  the  color 
additive  shaU  oociform  to  the  require¬ 
ments  of  9  70.25  of  this  chapter. 

(d)  Certification.  AU  batches  of  D&C 
Violet  No.  2  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.2602a  Ext.  DAC  Vioirt  No.  2. 

(a)  Identity.  The  color  additive 
Ext.  D&C  Violet  No.  2  Is  principally  the 
moQosodium  salt  of  2-[(9,10-dihydro-4- 
hydroxy  -  9,10  -  dioxo  -  1  -  anthracenyD 
aminol-5-methyl-benzensulfonic  acid. 

(b)  Specifications.  Ext.  D&C  Violet  No. 
2  ShaU  ctmform  to  the  foUowing  specifi- 
catkms  and  shaU  be  free  from  impuri¬ 
ties,  other  than  those  named,  to  the  ex¬ 
tent  that  such  other  Impurities  may  be 
avoided  by  good  manufacturing  practice: 
Sum  of  volatile  matter  (at  13S*  C)  and 

cblortdee  and  sulfatea  (calculated  as  eo- 
dlxim  salts) ,  not  more  than  IS  percent. 
Water-Insoluble  matter,  not  more  than  0.4 
percent. 

1-Hydrozy  •  9,10  -  anthracenedlone,  not  more 
than  0.2  percent. 

1,4  -  Dihydroxy  -  9,10  -  anthracenedlone,  not 
more  than  0.2  percent. 
p-ToIuldlne,  not  more  than  0.1  i>ercent. 
p-TOluldlne  sulfonic  adds,  sodium  salts,  not 
mcm  than  0.2  percent. 

Subsidiary  colors,  not  more  than  1  percent. 
Lead  (as  Fb).  not  more  than  20  parts  per 
mlllton. 

Arsenic  (as  As),  not  more  than  3  parts  per 
million. 

Mercury  (as  Hg),  not  more  than  1  part  per 
million. 

Total  color,  not  less  than  80  percent. 

(c)  Uses  and  restrictions.  The  color 
additive  Ext.  D&C  Vkriirt  No.  2  may  be 
safdy  used  for 'coloring  externally  ap¬ 
plied  cosmetics  in  amounts  consistent 
with  good  manufacturing  practice. 

(d)  Labeling.  The  label  of  the  color 
additive  shaU  conform  to  the  require¬ 
ments  of  9  70.25  of  this  chapter. 

(e)  Certification.  AU  batches  of  Ext. 
DAC  Vkdet  No.  2  shaU  be  certified  in  ac¬ 
cordance  with  regulations  in  Part  80  of 
this  chapter. 

§  74.2705  FD&C  Yellow  No.  5. 

(a)  Identity  and  specifications.  The 
color  additive  FD&C  YeUow  No.  5  shaU 
conform  in  Identity  and  specifications  to 
the  requirements  of  9  74.705(a)(1)  and 
(b). 

(b)  l/ses  and  restrictions.  FD&C  YeUow 
No.  5  may  be  safely  used  for  coloring 
extemaUy  appUed  cosmetics  other  than 
hair  stralghteners,  permanent  wave 
preparatims  and  depUatorles  in  amounts 
consistent  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color  ad¬ 
ditive  ShaU  conform  to  the  requirements 
ot  9  70.25  of  this  chsqiter. 

(d)  Certification.  AU  batches  of  FD&C 
YeUow  No.  5  shaU  be  certified  in  accord- 
ccM-dance  with  regulations  in  Part  80  of 
this  chapter. 

Non:  The  provisions  of  1  74.2705  listing 
FD&C  TeUow  No.  6  for  use  In  cosmetics  were 
.  stayed  pending  further  notice  (42  FR  6805, 
February  4,  1977) . 
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§  74.2707  D&C  Yellow  No.  7. 

ra)  Identity  and  specifications.  The 
color  additive  D&C  Yellow  No.  7  shall 
conform  in  identity  and  specifications  to 
the  requirements  of  §  74.1707(a)  (1)  and 

(b). 

(b)  Uses  and  restrictions.  DSKH  Yellow 
No.  7  may  be  safely  used  for  coloring  ex¬ 
ternally  applied  cosmetics  in  amounts 
consistent  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color  ad¬ 
ditive  shall  conform  to  the  requirements 
of  §  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  D&C 
Yellow  No.  7  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.2707a  Ext.  DAC  Yellow  No.  7. 

(a)  Identity  and  specifications.  The 
color  additive  Ext.  D&C  Yellow  No.  7 
shall  conform  in  identity  and  specifica¬ 
tions  to  the  requirements  of  §  74.1707a 

(a)  (1)  and  (b). 

(b)  Uses  and  restrictions.  Ext.  D&C 
Yellow  No.  7  may  be  safely  used  for  color¬ 
ing  externally  applied  cosmetics  in 
amounts  consistent  with  good  manufac¬ 
turing  practice. 

(c)  Labeling.  The  label  of  the  color  ad¬ 
ditive  shall  conform  to  the  requirements 
of  §  70.25  of  this  chapter. 

(d)  Certification.  All  batches*  of  Ext. 
D&C  Yellow  No.  7  shall  be  certified  in 
accordance  with  regulations  in  Part  80  of 
this  chapter. 

§  74.2708  D&C  Yellow  No.  8. 

(a)  Identity  and  specifications.  The 
color  additive  D&C  Yellow  No.  8  shall 
conform  in  identity  and  specifications  to 
the  requirements  of  §  74.1708  (a)(1)  and 

(b) . 

(b)  Uses  and  restrictions.  D&C  Yellow 
No.  8  may  be  safely  used  for  coloring  ex¬ 
ternally  applied  cosmetics  in  amounts 
consistent  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  §  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  D&C 
Yellow  No.  8  shall  be  certified  in  accord¬ 
ance  with  regulations  in  Part  80  of  this 
chapter. 

§  74.271 1  D&C  Yellow  No.  1 1. 

(a)  Identity  and  specifications.  The 
color  additive  D&C  Yellow  No.  11  shall 
conform  in  identity  and  specifications  to 
the  requirements  of  §  74.1711  (a)  (1)  and 

(b). 

(b)  Uses  and  restrictions.  D&C  Yellow 
No.  11  may  be  safely' used  for  coloring 
externally  applied  cosmetics  in  amounts 
consistent  with  good  manufacturing 
practice. 

(c)  Labeling.  The  label  of  the  color 
additive  shall  conform  to  the  require¬ 
ments  of  §  70.25  of  this  chapter. 

(d)  Certification.  All  batches  of  D&C 
Yellow  No.  11  shall  be  certified  In  ac- 
ance  with  regulations  in  Part  80  of  this 
chapter. 


PART  80— COLOR  ADDITIVE 
CERTIFICATION 

Subpart  A — General  Proviaione 

Sec. 

80.10  Fees  for  certification  services. 

Subpart  B — Certification  Procedures 

80 .2 1  Request  for  certification. 

80.22  Samples  to  accompany  requests  for 

certification. 

80.31  Certification. 

80.32  Limitations  of  certificates. 

80.34  Authority  to  refuse  certification  serv¬ 

ice. 

80.35  Color  additive  mixtures;  certification 

and  exemption  from  certification. 

80.37  Treatment  of  batch  pending  certifica¬ 

tion. 

80.38  Treatment  of  batch  after  certification. 

80.39  Records  of  distribution. 

Authoritt:  Secs.  701,  706,  52  Stat.  1066- 
1056  as  amended,  74  Stat.  399-407  as  amended 
(21  U.S.C.  371,  376),  unless  otherwise  noted. 

‘  Subpart  A — Genera'  Provisions 
§  80.10  Foes  for  cerliAcalion  services. 

(a)  Fees  for  straight  colors  including 
lakes.  The  fee  for  the  services  provided 
by  the  regulations  in  this  part  in  the  case 
of  each  request  for  certification  submit¬ 
ted  in  accordance  wdth  §  80.21(j)  (1)  and 

(2),  shall  be  15  cents  per  pound  of  the 
batch  covered  by  such  requests,  but  no 
such  fee  shall  be  less  than  $100.00. 

(b)  Fees  for  repacks  of  certified  color 
additives  and  color  additive  mixtures. 
The  fees  for  the  services  provided  under 
the  regulations  in  this  p^  in  the  case 
of  each  request  for  certification  submit¬ 
ted  in  accordance  with  §  80.21  (j)  (3)  a»d 
(4)  shall  be; 

Weight  of  batch  Fees 

100  pounds  or  less.. $6.00 
Over  100  pounds  $6.00  plus  4  cents  for 
but  not  over  each  pound  over  100 

1.000  pounds.  pounds. 

Over  1,000  pounds. -$42.00  plus  1  cent  per 
pound  for  each  pound 
in  excess  of  1,000 
pounds. 

(c)  Advance  desposits.  Any  person 
regularly  requesting  certification  services 
may  desposit  fimds  in  advance  of  requests 
as  prepayment  of  fees  required  by  this 
section. 

(d)  Method  of  payment.  All  deposits 
and  fees  required  by  this  section  shall  be 
paid  by  money  order,  bank  draft,  or  cer¬ 
tified  check,  drawn  to  the  order  of  the 
Pood  and  Drug  Administration,  collecta¬ 
ble  at  {>ar  at  Washington,  D.C.  All  such 
deposits  and  fees  shall  be  forwarded  to 
the  Division  of  Color  Technology,  HFF- 
430,  Bureau  of  Foods,  Pood  and  Drug 
Administration,  200  C  St.  SW.,  Washing¬ 
ton.  D.C.  20204,  whereupcm  after  mak¬ 
ing  appropriate  records  thereof,  they 
wrill  be  transmitted  to  the  Treasurer 
of  the  United  States  for  deposit  to  the 
special  account  “Salaries  and  Expenses, 
Certification,  Inspection,  and  Other 
Services.  Pood  and  Drug  Administra- 
tiCMl.’* 

(e)  Refunds  from  advance  desposits. 
Whenever  in  the  judgment  of  the  Oom- 
mlssioner  the  ratio  between  fees  effected 


(which  are  based  upon  experience  and 
the  best  estimate  of  costs  and  the  best 
estimate  of  earnings)  and  the  costs  of 
providing  the  service  during  an  elapsed 
period  of  time,  in  the  light  of  all  circum¬ 
stances  and  contingencies,  warrants  a  re- 
fimd  from  the  fund  collected  during  such 
period,  he  shall  make  ratable  refimds  to 
those  persons  to  whom  the  services  were 
rendered  and  charged,  except  that  no 
refund  shall  be  made  where  the  com¬ 
puted  ratable  amount  for  the  elapsed 
period  is  less  than  $5.00. 

Subpart  B — Certification  Procedures 

§  80.2 1  Itequr»t  for  rortificalion. 

A  request  for  certification  of  a  batch 
of  color  additive  shall: 

(a)  Be  addressed  to  the  Commissioner 
of  Food  and  Drugs. 

(b)  Be  prepared  in  the  manner  set 
forth  in  paragraph  (j)  of  this  section. 

(c)  Be  submitted  in  duplicate. 

(d)  Be  signed  by  a  responsible  officer 
of  the  person  requesting  certification  of 
the  batch.  In  the  case  of  a  foreign  man¬ 
ufacturer.  the  request  for  certification 
must  be  signed  by  a  responsible  officer  of 
such  firm,  and,  by  his  agent  w'ho  resides 
in  the  United  States. 

(e>  Show  the  name  and  post  office 
address  of  the  actual  manufactmer  in 
case  such  manufacturer  is  not  the  person 
requesting  certification  of  the  batch. 

(f)  Be  accompanied  by  the  fee  pre¬ 
scribed  in  §  80.10  unless  the_  person  has 
established  with  the  Pood  and  Drug  Ad¬ 
ministration  an  advance  deposit  to  be 
used  for  prepayment  of  such  fees.  In  no 
case  shall  the  Commissioner  consider  a 
request  for  certification  of  a  batch  of 
color  additive  if  the  fee  accompanying 
such  request  is  less  than  that  required 
by  §  80.10  or  if  such  fee  exceeds  the 
amount  held  in  the  advance  deposit  ac¬ 
count  of  the  manufacturer  submitting 
such  request  for  certification. 

(g)  Be  accompanied  by  the  sample 
prescribed  in  §  80.22  consisting  of : 

( 1 )  Four  ounces  in  the  case  of  straight 
colors  and  lakes. 

(2)  Two  ounces  in  the  case  of  repacks 
and  mixtures. 

A  sample  accompanying  a  request  for 
certification  must  be  submitt^  imder 
separate  covqr  and  should  be  addressed 
to  the  Color  Certification  Branch. 

(h)  The  name  of  a  color  additive  shall 
be  given  in  the  following  manner: 

(1)  The  name  of  a  straight  color  shall 
be  the  name  of  the  color  as  listed  in 
Part  74  of  this  chapter. 

(2)  The  name  of  a  lake  shall  be  the 
name  derived  in  the  maimer  described  in 
Part  70  of  this  chapter. 

(3)  The  name  of  a  mixture  shall  be 
the  name  given  to  such  mlxtiire  by  the 
person  requesting  certificatiem. 

(4)  The  name  of  a  repack  shall  be  the 
name  described  in  paragrai^  (h)  (1), 
(2),  or  (3)  of  this  section,  whichever  is 
tqiplicable.' 

(i)  The  information  and  samples  enu¬ 
merated  in  paragraphs  (a)  to  (h).  In¬ 
clusive,  of  this  section  are  the  minimum 
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required.  Additional  information  and 
samples  shall  be  submitted  at  the  re¬ 
quest  of  the  Pood  and  Drug  Administra¬ 
tion  when  such  additional  information 
and  samples  are  necessary  to  determine 
compli^ce  with  the  requirements  of 
9  80.31  for  the  Issuance  of  a  certificate. 

(J)  The  form  for  submission  of  the  ap¬ 
plication  shall  be  one  of  the  following, 
depending  upon  whether  the  color  addi¬ 
tive  is  a  straight  color,  a  lake,  a  repack 
of  a  previously  certified  color  additive,  or 
a  color  additive  mixture. 

(1)  Request  for  certification  of  a  batch 
of  straight  color  additive. 

Date . 

Division  of  Color  Technology. 

HFP-4S0,  Bureau  of  Foods, 

Food  and  Drug  Administration, 

200  C  St.  SW.. 

Washington,  D.C.  20204 

In  accordance  with  the  regulations  pro¬ 
mulgated  under  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  we  hereby  make  application 
for  the  oertlfloatlon  of  a  batch  of  straight 
color  additive. 

Name  of  color - -  _ - 

(As  listed  in  21  CFR  Part  74) 

Batch  number _ 

(Manufacturer’s  number) 

Batch  weights _ pounds 

Batch  manufactured  by - 

_ at _ 

(Name  and  address  of  actual  manufacturer) 
How  stored  pending  certification _ 


(State  conditions  of  storage,  with  kind  and 
size  of  containers,  location,  etc.) 
Certification  requested  of  this  ooIot  for  use  in 


(State  proposed  uses) 


How  stored  pending  oertlficatloii. 


(State  conditions  of  storage,  with  kind 
and  size  of  containers,  location,  etc.) 
Certification  requested  of  this  color  fmr  use  in 


(State  proposed  uses) 

Required  fee,  • _ (drawn  to  the  order  of 

Pood  and  Drug  Administration). 

'The  accompanying  sample  was  taken  after 
the  batch  was  mixed  in  accordance  with  21 
CFR  80.22  and  is  accurately  representative 
thereof. 

(Signed)  - 

By . 


(Title) 

(3)  Request  for  certification  of  a  re- 
pock  of  a  batch  of  certified  color  addi¬ 
tive. 

Date _ _ - 

Division  of  Color  Technology, 

H^-4S0,  Bureau  of  Foods, 

Food  and  Drug  Administration. 

200  C  St.  SW.. 

Washington,  D.C.  20204 

In  accordance  with  the  regulations  pro¬ 
mulgated  under  the  Federal  Food,  Drug,  and 
Cosmetic  Act.  we  hereby  make  appllmtion 
for  the  certification  of  a  batch  of  color  addi¬ 
tive  repack. 

Name  of  color _ 

(As  listed  in  regulations  and 
as  certified;  or  repacker's 
name,  if  a  mixture) 

Original  lot  number _ 

Certified  color  e<Mitent _ 

nils  color  obtained  from _ 

Bateb  number _ 1 _ 

Batch  weighs - 1.  pounds 

How  stored  pending  certification _ 


1  Color  (s).  (List  separately  each  color  and 
each  lot  number.) 

Name  of  color 

aa  certified  Lot  number 


Quantity  used 

(in  pounds)  Obtained  from 


2.  List  of  diluents.  (List  separately  each 
diluent.) 

Name  of  diluent 


Quantity  used 

By  volume 

By  weight  (ifUquid) 


Batch  mixed  as  follows _ 

(Describe  in  detail) 
How  stored  pending  certification _ 


(State  conditions  of  storage,  with  kind  and 
size  of  containers,  location,  etc.) 
Certification  requested  for  use  in _ 


(State  proposed  uses) 

Required  fee,  8 _ (drawn  to  the  order  of 

Food  and  Drug  Administration) . 

The  accompanying  sample  was  taken  after 
the  batch  was  mixed  in  accordance  with  21 
CFR  80.22  and  is  accurately  representative 
thereof. 

(Signed)  - - - 

By . — 


(Title) 

§  80.22  Samples  to  acfuinpany  r<■qut■Nl^ 
for  certification. 


Required  fee,  I _ (drawn  to  the  order  of 

Food  and  Drug  Administration). 

The  accompanying  sample  was  taken  after 
the  batch  was  mixed  in  accordance  with  81 
CFR  80.22  and  Is  accurately  representative 
thereof. 

(Signed)  . - . 

By . - . . 


(Title) 

(2)  Request  for  certification  of  a  hatch 
of  color  additive  lake. 

Date . . 

Division  of  Color  Technology, 

HFF-430,  Bureau  of  Foods, 

Food  and  Drug  Administration, 

200C8t.  SW.. 

Washington,  D.C.  20804 

In  accordance  with  the  regulations  pro¬ 
mulgated  under  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  we  hereby  make  application 
tor  the  certification  of  a  batch  of  color  addi¬ 
tive  lake. 

Name  of  color _ 

Batch  number _ 

(Manufacturer’s  number) 


Batch  weighs _ _ _ _ _ pounds 

Name  of  colm*  used _ 

Quantity - pounds 

Lot  number _ _ _ 


(When  certifleation  of  the  lake 
for  use  in  foods  is  requested) 

Precipitant  used _ . _ 

Substratum  used  _ _ 

Quantity - pounds 

Batch  manufactured  by _ _ _ 

- at _ 

(Name  and  address  of  actual  manufac¬ 
turer) 


(State  conditions  of  storage,  with  kind  and 
size  of  containers,  location,  etc.) 
Certification  requested  for  use  in _ 


(State  proposed  uses) 

Required  fee,  8 _ (drawn  to  the  order  of 

Food  and  Drug  Administration). 

The  accompanying  sample  was  taken  after 
the  batch  was  mixed  in  acoordanee  with  21 
CFR  80.22  and  is  accurately  representative 
thereof. 

(Signed)  . 

By . 


(Title) 


(4)  Request  for  certification  of  a 
batch  of  color  additive  mixture. 

Date . 

Division  of  Color  Technology, 

HFF-430,  Bureau  of  Foods, 

Food  and  Dnig  Administration. 

200  C  St.  SW., 

Washington,  D.C.  20204 


In  accordance  with  the  regulations  pro¬ 
mulgated  under  the  Federal  Food,  Drug,  and 
Cosmetic  Act,  we  hereby  make  iq>plloatlon 
for  the  certification  of  a  batch  of  color  addi¬ 
tive  mixture. 

Name  of  mixture _ 


Batch'  number 


(Manufacturer’s  trade 
_  name) 


(Manufact\irer’s  number) 


Weight  of  batch _ pounds 

Volume  ot  batch « _ galloM 


(If  liquid) 

Batch  manufactured  by _ 

Constituents  of  the  mixture: 


A  sample  of  a  batch  of  color  additive 
which  is  to  accompany  a  request  for  cer¬ 
tification  shall: 

(a)  Be  taken  mly  after  such  batch 
has  been  so  thm-ouedily  mixed  as  to  be 
of  uniform  composition  throughout. 

(b)  Held  under  the  control  of  the 
person  requesting  certifleation  until 
certlfled. 

(c)  Be  labeled  to  show : 

( 1)  The  name  of  the  color  additive. 

(2)  The  manufacturer’s  batch  num¬ 
ber. 

(3)  The  quantity  of  such  batch. 

(4)  The  name  and  post-office  address 
of  the  person  requesting  certification 
of  such  batch. 

(5)  Be  accompanied  by  any  label  or 
labeling  intended  to  be  used. 

§  80.31  Certification. 

(a)  If  the  Commissioner  determines, 
after  such  investigations  as  he  consid¬ 
ers  to  be  necessary,  that: 

(1)  A  request  submitted  in  accordance 
with  §80.21  appears  to  contain  no  un¬ 
true  statement  of  a  material  fact; 

(2)  Such  color  additive  conforms  to 
the  specifleatitms  and  any  other  condi¬ 
tions  set  forth  therefor  in  Part  74  of  this 
chapter. 

(3)  The  batch  covered  by  such  re¬ 
quest  otherwise  appears  to  comply  with 
the  regulations  in  this  part,  the  Com- 
mlsskmer  shall  issue  to  the  person  who 
submitted  such  request  a  certificate 
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showing  the  lot  number  assigned  to  such 
batch  and  that  such  batch,  subject  to 
the  terms,  conditions,  and  restrictions 
prescribed  by  Part  74  of  this  chapter,  is 
a  certified  batch. 

(b)  If  the  Commissioner  determines, 
after  such  investigation  as  he  considers 
to  be  necessary,  that  a  request  submitted 
in  accordance  with  §  80.21,  or  the  batch 
of  color  additive  covered  by  such  request, 
does  not  comply  with  the  requirements 
prescribed  by  paragraph  (a)  of  this  sec¬ 
tion  for  the  issuance  of  a  certificate,  the 
Commissioner  shall  refuse  to  certify  such 
batch  and  shall  give  notice  thereof  to  the 
person  who  submitted  such  request, 
stating  his  reasons  for  refusal.  Any  per¬ 
son  who  contests  such  refusal  shall  have 
an  opportimity  for  a  regulatory  hearing 
before  the  Pood  and  Drug  Administration 
pursuant  to  Part  16  of  this  chapter. 

§  80.32  Limitations  of  certificates. 

(a)  If  a  certificate  is  obtained  through 
fraud  or  misrepresentation  of  a  material 
fact,  such  cer^cate  shall  not  be  effec¬ 
tive,  and  a  color  additive  from  the  batch 
on  which  such  certificate  was  Issued  shall 
be  considered  to  be  from  a  batch  that  has 
not  been  certified  In  accordance  with  the 
regulations  in  this  part.  Whenever,  the 
Commissioner  learns  that  any  certificate 
has  be«i  obtained  through  fraud  or 
material  misrepresentation,  he  shall  no¬ 
tify  the  holder  of  the  certificate  that  it 
is  of  no  effect. 

(b)  If  between  the  time  a  sample  of 
color  additive  accompanying  a  request 
for  certification  Is  taken  and  the  time  a 
certificate  covering  the  batch  of  such 
color  additive  is  received  by  the  person  to 
whom  it  is  issued,  any  such  color  addi¬ 
tive  becomes  changed  in  composition, 
such  certificates  shall  not  be  effective 
with  respect  to  such  changed  color  addi¬ 
tive  and  such  changed  color  additive 
shall  be  considered  to  be  from  a  batch 
that  has  not  been  certified  in  accordance 
with  the  regulations  in  this  part. 

(c)  If  at  any  time  after  a  certificate  is 
received  by  the  person  to  wh(Mn  It  is 
issued  any  color  additive  from  the  batch 
covered  by  such  certificate  becon^es 
changed  in  composition,  such  certificate 
shall  expire  with  respect  to  such  chstnged 
color  additive.  After  such  expiration, 
such  color  additive  shall  be  considered  to 
be  from  a  batch  that  has  xK>t  been  certi¬ 
fied  in  accordance  with  this  part;  except 
that  such  color  additive  shsdl  not  be  so 
considered  when  used  for  coloring  a  food, 
drug,  or  cosmetic,  or  for  the  purpose  of 
certifying  a  batch  of  a  mixture  in  which 
such  color  additive  was  used  as  an  in¬ 
gredient,  or  for  use  in  iHeparing  a  batch 
of  a  mixture  for  which  exemption  from 
certification  has  been  authorized,  if  such 
change  resulted  solely  from  such  use. 

(d)  A  certificate  shall  expire  with  re¬ 
spect  to  any  color  additive  covered  there¬ 
by  if  the  package  in  which  such  color 
additive  was  closed  for  shipment  or  de¬ 
livery  is  opened.  After  such  expiration 
such  color  additive  shall  be  considered  to 
be  from  a  batch  that  has  not  been  cer¬ 
tified.  except  that  such  color  additive 
fchfcii  not  be  so  considered  when  the  pack¬ 
age  is  opened;  (1)  and  such  color  additive 


is  used,  subject  to  the  restrictions  pre¬ 
scribed  by  paragrarAis  (f) ,  (g) ,  and  (h) 
of  this  section,  in  coloring  a  food,  drug, 
or  cosmetic;  (2)  for  the  purpose  ot  cer¬ 
tifying  a  batch  made  by  repacking  such 
color;  (3)  for  the  purpose  of  certifying 
a  batch  of  a  mixture  in  ^ich  such  color 
is  used  as  an  ingredient;  or  (4)  for  the 
purpose  of  preparing  a  batch  of  a  mix¬ 
ture  for  which  exemption  from  certifica¬ 
tion  has  been  authorized;  or  (5)  when 
the  package  is  reopened  solely  for  re¬ 
packaging  by  the  person  to  whom  such 
certificate  was  issued. 

(e)  A  certificate  shall  not  be  effective 
with  respect  to  a  package  of  color  addi¬ 
tive  and  such  color  additive  shall  be  con¬ 
sidered  to  be  from  a  batch  that  has  not 
been  certified  if  such  package  is  shipped 
or  delivered  under  a  label  which  does  not 
bear  all  words,  statements,  and  other  in¬ 
formation  required  by  1  70.25  of  this 
chapter  to  appear  thereon. 

(f)  A  certificate  shall  not  be  effective 
with  respect  to  a  piackage  of  color  addi¬ 
tive,  and  such  color  additive  shall  be 
considered  to  be  from  a  batch  that  has 
not  been  certified  if : 

(1)  Such  package  has  not  been  sealed 
in  accordance  with  {  70.20  of  this 
chapter, 

(2)  Such  package  has  been  sealed  in 
accordance  with  {  70.20  of  this  chapter 
and  the  seal  has  been  broken,  inten¬ 
tionally  or  accidentally,  unless  such  seal 
has  been  broken  for  the  purpose  of  using 
color  additive  in  accordance  with  5  80.38, 
or,  such  package  has  been  opened  by  a 
duly  authorized  representative  of  the 
Administration  or  Department  in  the 
performance  of  his  official  duties,  and  he 
has  Immediately  resealed  the  package  in 
conformance  with  $  70.20  of  this  chapter. 

(g)  A  certificate  shall  not  be  effective 
with  respect  to  a  package  of  color  addi¬ 
tive  and  such  color  additive  shall  be  con¬ 
sidered  to  be  from  a  batch  that  has  not 
been  certified  if  such  color  additive  is 
used  in  any  manner  other  than  that  for 
which  it  was  certified. 

(h)  When  the  listing  or  the  specifica¬ 
tions  for  a  color  additive  are  revoked-  or 
amended,  the  final  order  effecting  the 
revocation  or  amendment  may  specify, 
in  addition  to  its  own  effective  date,  a 
date  on  which  all  certificates  for  existing 
batches  and  portions  of  batches  of  such 
a  color  additive  theretofore  issued  imder 
such  revoked  or  amended  regulations 
shall  cease  to  be  effective;  and  any  such 
lots  of  the  color  additive  shall  be  re¬ 
garded  as  tmeertified  after  the  date 
specified  unless  a  new  certificate  can  be 
and  is'  obtained  in  conformance  with  the 
new  regulations.  When  a  certificate  thus 
ceases  to  be  effective  for  a  color  additive, 
any  certificates  previously  issued  for  a 
color  additive  mixture  containing  that 
color  additive  shall  cease  to  be  effective 
on  the  same  date.  Use  of  such  color 
additive  or  color  additive  mixture  after 
such  specified  date  without  the  new  cer¬ 
tificate  in  preparing  food,  drugs,  or  cos¬ 
metics  will  result  in  guch  food,  drugs,  or 
cosmetics  being  adulterated.  When  a 
certified  color  additive  has  been  used  hi 
food,  dnigs,  or  cosmetics  and  the  status 
of  the  color  additive  Is  thereafter 


changed  by  amendment  or  revocation  of 
its  listing  or  specification  regulati(ms. 
such  food,  drugs,  and  cosmetics  will  not 
be  regarded  as  adulterated  by  reason  of 
the  use  of  such  color  additive,  unless  the 
hazard  to  health  is  such  that  existing 
stocks  of 'the  foods,  drugs,  or  cosmetics 
cannot  be  safely  used,  in  which  cases 
findings  to  that  effect  will  be  made  and 
regulations  appropriate  for  such  special 
cases  will  be  issued. 

§  80.34  Autliorily  to  rrfnse  <-crtificali<»n 
service., 

(a)  When  it  appears  to  the  Commis¬ 
sioner  that  a  person  has: 

(1)  Obtained,  or  attempted  to  obtain, 
a  certificate  through  fraud  or  misrepre¬ 
sentation  of  a  material  fact. 

(2)  Falsified  the  records  required  to  be 
kept  by  S  80.39;  or 

(3)  Failed  to  keep  such  records,  or  to 
make  them  available,  or  to  accord  full 
opportunity  to  make  inventory  stocks 
on  hand  or  otherwise  to  check  the  cot- 
rectness  of  such  records,  as  required  by 
S  80.39;  or 

(4)  Refused  to  permit  duly  authorized 
employees  of  the  Food  and  Drug  Admin¬ 
istration  free  access  to  all  manufacturing 
facilities,  processes,  and  formulae  in¬ 
volved  in  the  manufacture  of  color  addi¬ 
tives  and  intermediates  from  which  such 
color  additives  are  derived; 

he  may  immediately  suspend  certi¬ 
fication  service  to  such  person  and  may 
cemtinue  such  suspension  untfl  adequate 
corrective  action  has  been  taken. 

(b)  Any  person  who  contests  suspen¬ 
sion  of  service  shall  have  an  opportunity 
for  a  regulatory  hearing  before  the  Food 
and  Drug  Administration  pursuant  to 
Part  16  of  this  chapter. 

§  80.35  Color  additive  mixiurea;  certifi- 
ration  and  exemption  from  certifira- 
tion. 


(a)  Color  additive  mixtures  to  be  cer~ 
tifled.  Any  color  additive  mixture  that 
contains  one  or  more  straight  colors 
listed  in  Part  74  of  this  chapter,  together 
with  any  diluoits  listed  in  such  subparts 
for  use  with  such  straight  colors,  shall 
be  certified  if  intended  for  use  in  foods, 
drugs,  or  cosmetics,  or  in  coloring  the 
human  body,  as  the  case  may  be,  sub¬ 
ject  to  any  restrictions  prescribed  in 
Parts  70  and  71  of  this  chapter. 

(b)  Color  additive  mixtures  exempted 
from  certification.  A  color  additive  mix¬ 
ture  prepared  frenn  a  previously  certified 
batch  of  one  or  more  straight  colors,  with 
or  without  any  diluent  that  has  been 
listed  in  Part  73  of  this  chapter  for  use  In 
mixtures,  shall  be  exempt  from  batch 
certification  if  the  strai^t  color  used 
has  not  changed  in  composition  in  any 
manner  whatsoever  since  its  certifica¬ 
tion  and  if  it  is  simply  mixed  with  the 
approved  diluents  for  exempt  mixtures. 
The  label  of  such  color  additive  mixtures 
shall  not  bear  the  lot  number  assigned 
by  the  Food  and  Drug  Administration  to 
the  certified  straight  color  components, 
but  shall  bear  the  manufacturer’s  con¬ 
trol  number  through  which  the  history 
of  the  straight  color  can  be  determined. 
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(c)  Additions  to  the  list  of  dUueiUs. 
A  person  requesting  additions  to  the  list 
of  diluents  authorised  for  the  purposes 
described  In  paragrwhs  <a)  and  (b)  of 
this  section  shall  submit  a  petition  In 
accordance  with  the  provisions  of  §  71.1 
of  this  chapter.  Each  such  petition  shall 
be  accompanied  by  the  fee  prescribed  in 
S  70.19  of  this  chfi«>ter,  unless  there  Is 
an  advance  deposit  to  be  used  for  pre¬ 
payment  of  such  fees. 

Notk:  Tbe  provisions  of  {  80.35  with  re¬ 
spect  only  to  diluents  tor  use  In  cosmetic 
color  additive  mixtures  were  stayed,  untU  a 
regulation  Is  effected  listing  safe  diluents 
for  cosmetic  use,  Including  cosmetics  which 
color  the  human  body,  29  P.R.  18496,  Dec.  29, 
1984. 

§  80.37  Trealnient  of  batrli  pending  cer¬ 
tification. 

Immediately  after  the  sample  that  is 
to  accompany  a  request  for  certification 
of  a  batch  of  color  additive  Is  taken, 
the  batch  shall  be: 

(a)  Stored  In  containers  of  such  kind 
as  to  prevent  change  in  ctHnposItion. 

(b)  Held  under  the  control  of  the 
person  requesting  certification  tmtil 
certified. 

(c)  Marked,  by  labeling  or  otherwise, 
in  a  manner  such  that  there  can  be  no 
question  as  to  the  identity  of  the  batch 
and  no  question  that  It  is  not  to  be  used 
until  the  requested  certificate  has  been 
Issued. 

§  80.38  Treatment  of  batch  after  eerti- 
fication. 

(a)  Immediately  upon  notification 
that  a  batch  of  color  additive  has  been 
certified,  the  person  requesting  certlfi- 
catlcm  thereof  shall  identify  such  batch, 
by  labeling,  with  the  certified  lot  num¬ 
ber. 

(b)  Tlie  person  requesting  certifica¬ 
tion  shall  maintain  storage  In  such  man¬ 
ner  as  to  prevent  change  in  composition 
until  such  batch  has  been  packaged  and 
labeled  as  required  by  H  70.20  and  70.25 
of  this  chapter,  except  that  the  person 
requesting  certification  may  use  such 
color  additive  for  the  purpose  of  color¬ 
ing  a  food,  drug,  or  cosmetic. 

§  80.39  Records  of  distribntion. 

(a)  The  person  to  whom  a  certificate 
Is  Issued  shall  keep  complete  rec<»d8 
showing  the  disposal  of  all  the  color  ad¬ 
ditive  from  the  batch  covered  by  such 
certificate.  Upon  the  request  of  any  of¬ 
ficer  or  employee  of  the  Food  and  Drug 
Administration  or  of  any  other  officer 
or  employee  acting  on  behalf  of  the  Sec¬ 
retary  of  Health,  Education,  and  Wel¬ 
fare,  such  person,  at  all  reasonable  houm 
until  at  least  2  years  after  disposal  ^ 
all  such  c(dor  additive,  shall  make  such 
records  available  to  any  such  officer  or 
employee,  and  shall  accord  to  such  officer 
or  employee  full  opportunity  to  make  In¬ 
ventory  of  stocks  of  such  color  additive 
on  hand  and  otherwise  to  check  the  cor¬ 
rectness  of  such  records. 


(b)  Hie  records  required  to  be  kept 
by  paragraph  (a)  of  this  seetkm  shall 
show: 

(1)  Each  quantity  used  by  such  per¬ 
son  frcMn  such  batch  and  the  date  and 
kind  of  such  use. 

(2)  The  date  and  quantity  of  each 
shipment  or  delivery  from  such  batch, 
and  the  name  and  post-ofllce  address 
of  the  person  to  whom  such  shipment 
or  delivery  was  made. 

(c)  The  records  required  to  be  kept 
by  paragraph  (a)  of  this  section  shall 
be  kept  sepcu'ately  from  all  other  records. 


PART  81— GENERAL  SPECIFICATIONS 
AND  GENERAL  RESTRICTIONS  FOR 
PROVISIONAL  COLOR  ADDITIVES  FOR 
USE  IN  FOODS.  DRUGS,  AND  COSMET¬ 
ICS 

Sec. 

81 .1  Provisional  lists  of  color  additives 
81.10  Termination  of  provisional  listings  of 
color  additives. 

81.26  Temporary  tolerances. 

81.27  Conditions  of  provisional  listings  of 

additives. 

81 .30  Cancellation  of  certlflcatee. 

81.32  Limitation  of  certificates. 

Authobitt:  The  provisions  of  this  Part  81 
are  issued  imder  Title  n  of  Public  Law  86-618, 
sec.  203(c).  (d).  74  Stat.  406  (21  CB.C.  376. 
note) ,  unless  otherwise  noted. 


{  81.1  Provisional  lists  of  color  a«Idili\c'«. 

The  Commissioner  of  Food  and  Drugs 
finds  that  the  following  lists  of  color  ad¬ 
ditives  are  provisionally  listed  under  sec¬ 
tion  203(b)  of  the  Color  Additive  Amend¬ 
ments  of  1960  (sec.  203(b),  74  Stat.  405 
(21  U.S.C.  376  note)).  Ebccept  for  color 
additives  for  which  petitions  have  been 
filed,  progress  reports  are  required  by 
January  1. 1968,  and  at  6-month  intervals 
thereafter.  Specifications  for  color  addi¬ 
tives  listed  m  paragraphs  (a),  (b).  and 

(c)  of  this  section  appear  in  the  respec¬ 
tive  designated  sectiems.  The  listing  of 
color  additives  in  this  section  is  not  to  be 
construed  as  a  listing  for  surgical  suture 
use  unless  color  additive  petitions  have 
been  submitted  for  such  use  or  the  Com- 
mlssl<mer  has  been  notified  of  studies  im- 
derway  to  establish  the  safety  of  the 
color  additive  for  sue  huse.  The  color 
additives  listed  in  paragraphs  (a),  (b). 
and  (c)  of  this  sectiem  may  not  be  used 
in  products  which  are  intended  to  be  used 
in  the  area  of  the  eye.  The  color  additives 
listed  in  paragraphs  (a),  (b),  (c),  (f), 
and  (g)  of  this  section  are  provisionally 
listed  until  the  closing  dates  set  forth 
therein,  conditioned  on  compliance  with 
the  applicable  requirements  of  para¬ 
graphs  (a),  (b).  (c),  and  (d)  of  §81.27. 

(a)  Color  additives  previously  and 
presently  subject  to  certification  and 
provisionally  listed  for  food,  drug,  and 
cosmetic  use.  ^ 


Closlnf  date 

Restrictions 

Food  use 

Drug  and 
eosmetie  use 

FDAC  Onen  No.  3  (sec.  82.209  of  UUs  chapter) . 

FDAC  Yello#  No.  6  (sec.  74.706  of  this  chapter) _  _ 

Jan.  81,1981 

Jan.  81,1981 

FDAC  Yellow  No.  0  (sec.  82.706  of  this  chapter) _  . 

FDAC  Red  No.  8  (sec.  74J03  of  thia  chapter) _ 

dot.. 

FDAC  Blue  Na  1  (sec.  74.101  of  this  chapter). . .  _ 

dal 

FDAC  Blue  No.  2  (see.  74.1103  of  thia  ohapter) _ 

Food  and  ingested 
drugs. 

Lakes  (FDAC)  (see.  82.61  of  this  chapter) . 

*  Lakes  only. 

(b)  Color  additives  previously  and  presently  subject  to  certification  and  provi- 
sionally  Usted  for  drug  and  cosmetic  use. 

Closing  date 

RestrteUoas 

DAC  Oreen  No.  6  (sec.  74.1306  of  this  chapter) . 

DAC  Oreen  No.  6  (see.  74.1306  (a)  and  of  this  ehenter) 

Jan.  81,1981 

DAC  Yellow  No.  10  (see.  82.1710  of  this  «h>nt«r)  . .  _ 

DAC  Red  No.  0  (see.  82.1308  of  this  chapt^ 

DAC  Red  No.  7  (see.  82.1307  of  this  chapter) . . 

DAC  Red  No.  8  (see.  82.1308  of  this  chapter). 

. do . 

See.  81 J6. 

Da 

Da 

Da 

Da 

Do. 

Do. 

DAC  Red  No.  0  (see.  83.1300  of  this  chapter)  _ 

DAC  Red  No.  10  (see.  83.1310  of  this  chapter) 

DAC  Red  No.  11  (see.  82.1311  of  thia  chapter) _  . 

. ^ . 

DAC  Red  No.  13  (see.  82.1312  of  this  e  lapter) 

DAC  Red  No,  18  (sae.  82.1313  of  this  ehapter) 

DAC  Red  No.  19  (sec.  83.1310  of  this  chapter) 

_ ..do . 

DAC  Red  No.  31  (see.  83.1321  of  this  ehapter) _ 

DAC  Red  No.  22  (see.  83.1323  of  thb  chapter) 

, — do. . 

DAC  Red  o.  37  (see.  83.1327  of  this  ehMiter) _ 

DAC  Red  No.  28  (see.  82. 1328  of  this  ehapter) . 

DAC  Rod  No.  30  (sec.  82.1330  of  this  chapter) _ 

DAC  Red  No.  33  (sec.  82. 1383  of  this  ehapter) . . 

8ea81J8i 

BatemnlnsoeaEls 

ScaSlA 

Da 

Bxtemal  OM  cabh 
SeaaiJO 

DAC  Red  No.  34  (see.  83.1334  of  this  chapter) 

DAC  Red  No.  3l<  (see.  83.1336  of  this  chapter) . 

DAC  Red  No.  37  (see.  82.1337  of  this  chaiiier)  _ 

July  Lion 
fan.  81,1081 

DAC  Omixe  No.  4  (see.  82.1364  of  this  ehaptw) _ 

DAC  Oranne  No.  6  (see.  82.1266  of  this  fhartw)  .  . 

— 

Oct.  31,1077 
Jan.  81,1081 

DAC  Oran^  Na  10  (sea  82.1380  of  this  etiL^) 

DAC  Oranxe  Na  11  (sea  82.1381  of  this  ahanier).  . 

DAC  Orance  No.  17  (sea  82.1367  of  this  c>>epeer) . 

_ do . . 

Da 

DAC  Bhw  No.  6  (sea  82.1106  of  this  etwuircA 

Lakes  (DAC)  (see.  82.1061  of  this  ehaptw).... 
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(c)  Color  additives  previoushf  and  presenOf  snbfeet  to  eerU/lcation  and  provl- 
sionaUv  listed  for  use  in  extemaUy  applied  drups  asid  cosmetics.  - 


Ckwinc  data  Readictions 


Ext  D&C  Yellow  No.  1  (mt.  82.270U  ol  this  ebaptar) — . Oet  SI,  1877 

Ext  D&C  Green  No.  1  (sec.  82.2201  ol  this  chapter) . . oo - 

Lakee  (ext.  D&0  (see.  82.2061  of  this  chapter) . 


(d)  [Reserved] 

(e)  [Reserved] 

(f)  Color  additives  provisionally  listed  for  drug  use  on  the  basis  of  prior  com- 
mercial  sale  but  which  have  not  been  nor  are  now  subject  to  certification.  The  color 
additives  listed  in  this  paragraph  are  listed  only  for  the  uses  and  purposes  com¬ 
mercially  employed  prior  to  July  12,  1960.  Thus,  a  color  additive  used  only  in  drugs 
for  external  applicatlmi  is  not  provisionally  listed  for  internal  drug  use. 


Closing  date 

Restrictions 

Logwood _ 

. Oct.  31, 1977 

Surgical  suture  use 
only. 

(g)  Color  additives  provisionally  listed 
for  cosmetic  use  on  the  basis  of  prior 
commercial  sale  but  which  have  not  been 
nor  are  now  subject  to  certification.  The 
color  additives  provlsitmally  listed  in  this 
paragraph  are  so  listed  only  for  the  uses 
and  purposes  ctMnmercially  employed 


(Sec.  203(a)(2),  (d)(1)(E).  Public  Law  86- 
618,  74  Stat.  404-405;  21  T7.S.C.  376,  note) 

§  81.10  Termination  of  provisional  list¬ 
ings  of  color  additives. 

(a)  Ext.  D&C  Yellow  Nos.  9  and,  10. 
These  colors  cannot  be  produced  with 
any  assurance  that  tliey  do  not  contain 
/j-naphthylamine  as  an  impurity.  While 
it  has  been  asserted  that  the  two  colors 
can  be  produced  without  the  impurity 
named,  no  method  of  analysis  has  been 
suggested  to  establish  ttie  fact.  /9-Nai^- 
thylamine  is  a  known  carcinogen;  there¬ 
fore,  there  is  no  scientific  evidence  that 
will  support  a  safe  tolerance  for  these 
colors  in  products  to  be  used  in  contact 
with  the  skin.  The  Commissioner  of 
Food  and  Drugs,  having  concluded  that 
such  action  is  necessary  to  protect  the 
public  health,  hereby  terminates  the  pro- 
ylsional  listing  of  Ext.  DliC  Yellow  No.  9 
and  Ext.  DIC  Yellow  No.  10. 

(b)  (1)  D&C  Red  Nos.  8,  9,  10.  19.  33. 
37;  D&C  Oraasge  Nos.  3.  4.  5.  and  17. 
Subacute  studies  have  e^bli^ed  ttiat 
these  colors  are  toxic  sifiKtances,  unsafe 
for  unrestricted  use  in  drugs  and 
eoemetlea. 

(2)  D&C  Red  Nos.  11.  12.  and  13. 
Tliese  colors  are  chemically  related  to 


prior  to  July  12, 1960.  Thus,  a  color  addi¬ 
tive  previously  used  for  coloring  cosmet¬ 
ics  to  be  applied  to  portions  of  the  body 
other  than  the  eye  area  (as  defined  in 
S  70.3 (s))  of  this  chapter  is  not  provi¬ 
sionally  listed  for  eye-area  use. 


D&C  Red  No.  10.  being  the  calcliun, 
barium,  and  strontium  salts  of  the  same 
dye,  and  are  chemically  indistinguish¬ 
able  from  D&C  Red  No.  10  in  the  analysis 
of  a  product  in  which  such  colors  have 
been  used.  They  therefore  must  be  sub¬ 
ject  to  the  same  restrictions  imposed  on 
D&C  Red  No.  10. 

Ihe  Commissioner  of  PVxkI  and  Drugs, 
having  concluded  that  such  action  is 
necessary  for  the  protection  of  the  pub¬ 
lic  health,  hereby  terminates  the  pro¬ 
visional  listing  for  the  colors  named  in 
this  section  for  unrestricted  use  in  drugs 
and  cosmetics.  These  colors  are  now 
listed  in  Part  82  of  this  chs^ter  as 
follows: 

D&C  Red  No*.  8  ( {  82.1308  of  this  chapter) . 
D&C  Bed.  Mo.  9  (I  82.1809  of  this  chapter) . 
D&C  Red  No.  10  (i  83.1310  of  this  chapter) . 
D&C  Rad  No.  11  (i  82.1311  of  this  chapter) . 
D&C  Red  No.  12  <f  82.1312  of  this  chapter) . 
D&C  Red  Mo.  18  (f  83.1818  of  this  diapter) . 
D&C  Bed  No.  19  ({  82.1319  of  this  chapter) . 
D&C  Red  No.  83  (I  82.1333  of  this  chapter) . 
D&C  Red  No.  87  (I  82.1387  of  this  chapter) . 
D&C  Orange  No.  4  ( {  82.1254  of  this  chS4>ter) . 
D&C  Orange  Mo.  6  (I  82.1256  (rf  this  ch^ter) . 
D&C  Orange  No.  17  (183.1267  of  this 

chapter). 


(c)  FD&C  Red  No.  1.  Results  of  re¬ 
cent  feeding  tests  of  this  color  additive 
have  demonstrated  it  to  be  toxic  up>on 
ingestion: 

(1)  Groups  of  50  rats  are  being  fed 
diets  cemtaining  FD&C  Red  No.  1  at 
levels  of  5  percent,  2  percent,  1  percent, 
0.5  percent,  and  0  percent.  At  this  stage 
of  the  tests,  which  have  now  been  in 
progress  for  from  15  months  to  18 
months,  116  animals  from  the  250  being 
fed  FD&C  Red  No.  1  at  various  levels  and 
27  of  the  100  controls  have  died.  Of 
these,  11  being  fed  at  the  5  percent  level, 
16  being  fed  at  the  2  peremt  level,  11 
being  fed  at  the  1  percent  level,  and  2 
being  fed  at  the  0.5  percent  level,  have 
shown  liver  damage.  None  of  the  cen¬ 
tred  that  have  died  have  shown  liver 
damage. 

(2)  Groups  of  100  mice  are  being  fed 
diets  containing  2  percent,  1  percent,  0.5 
percent,  and  0.1  percent  FD&C  Red  No. , 
1,  with  400  mice  as  controls.  AH  mice 
on  dosage  levels  of  2  percent  and  1  per¬ 
cent  died  before  the  seventieth  week. 
Gross  liver  damage  has  been  observed  in 
all  groups  fed  at  the  0.5  percent  diet 
and  above. 

(3)  Groups  of  4  dogs  are  being  fed 
diets  containing  2  percent,  1  percent, 
0.25  percent,  and  0  percent  FD&C  Red 
No.  1.  Ihree  of  the  dogs  on  the  2  per¬ 
cent  dosage  level  died  before  32  wedcs; 
the  other  is  living.  Three  of  the  dogs 
on  the  1  percent  dosage  level  died  or 
were  sacrificed  within  13  months.  All 
deceased  or  sacrificed  dogs  have  shown 
liver  damage  grossly  and/or  microscop¬ 
ically.  Deceased  dogs  on  the  1  percent 
and  2  percent  dosage  level  showed  poor 
physical  condition. 

The  Commissioner  of  FV>od  and  Drugs 
having  concluded  that  ingestion  of  this 
color  additive  over  a  long  period  of  time 
would  be  unsafe,  and  in  order  to  pro¬ 
tect  the  puMlc  health,  hereby  termi¬ 
nates  the  provisional  listing  oi  FDftC 
Red' No.  1  for  use  in  foods,  drugs,  and 
cosmetics. 

(d)  FD&C  Red  No.  4.  Feeding  tests  of 
this  color  additive  have  been  conducted 
with  three  species: 

(1)  Rats  of  the  Osborne-Mendel  and 
Sprague-Dawley  strains  were  fed  FD&C 
Red  No.  4  for  2  years  at  levels  of  5  per- 
c«it,  2  percwit,  1  percent,’  and  0.5  per¬ 
cent  ot  the  diet.  No  effect  was  foimd. 

(2)  Mice  of  the  C3Hf.and  <?57BL 
strains  were  fed  FD&C  Red  No.  4  for  2 
years  at  levels  of  2  percent  and  1  per- 
c«it  of  the  diet.  No  effect  was  found. 

(3)  Dogs  were  fed  FD&C  Red  No.  4 
at  levels  of  2  percent  and  1  i>ercent  of  the 
diet.  Adverse  effects  were  found  at  both 
levels  in  the  urinary  bladder  and  in  the 
adrenals.  Three  dogs  ot  five  fed  on  the 
2-percent  level  died  after  6  months,  9 
months,  and  5Mt  years  on  the  test.  Two 
of  the  dogs  on  the  2 -percent  level  and 
all  five  of  the  dogs  on  the  1-percent  level 
survived  to  the  comirietion  of  the  7  year 
study. 

The  Commissioner  ot  Food  and  Drugs 
has  concluded  that  available  data  do  not 
permit  the  establishment  of  a  safe  level 
of  use  of  this  color  additive  in  food,  in- 


Color  addlUve 


C1osId£  date 


Reatrlctlons 


Alnminum  powder _ _ _ ' _ July  1,  M77  None. 


Annatto . . . -do.. 

BismuU)  citrate . . .  Oct.  31, 1877 

Bismuth  oxychloride. 

Bronze  powder. . . 


Do. 

For  use  as  a  color  com¬ 
ponent  In  hair  dye. 


Carotene. 


July  1, 1977 

Do. 

Jan.  31,1961 

Do. 

July  1, 1977 

Do. 

. do . 

Do. 

. do . 

Do. 

. do . 

Do. 

_ do  . 

Do. 

_ do _ 

Do. 

ooL  si.ivrr 

Do. 

July  LM77 

Do. 

Oct.  81,1977 

For  use  as  a  color  com- 

pooent  in  hair  dye. 

July  1. 1977 

None 

. do.. . 

Do. 
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gested  drugs  and  Ingested  cosmetics.  In 
order  to  protect  the  public  health,  the 
Commissioner  hereby  terminates  the 
provisional  listing  of  FD&C  Red  No.  4 
for  use  In  food  and  Ingested  drugs.  Hie 
Commissioner  has  previously  terminated 
the  provisional  listing  of  FH&C  Red  No. 
4  for  use  in  ingested  cosmetics.  PD&C 
Red  No.  4  is  listed  for  use  In  externally 
applied  drugs  and  cosmetics  by  55  74.1304 
and  74.2304  of  this  chapter,  respectively. 
Section  82.304  of  this  chapter  is  retained 
In  Part  82  of  this  chapter  to  permit  the 
use  of  lakes  of  PD&C  Red  No.  4  In  exter¬ 
nally  s^plled  drugs  and  cosmetics. 

(e)  FD&C  Violet  No.  1.  The  Commis¬ 
sioner  of  Pood  and  Drugs,  In  order  to 
protect  the  public  health,  hereby  termi¬ 
nates  the  provisional  listing  of  FDtiC 
Violet  No.  1  for  use  In  foods,  drugs,  and 
cosmetics. 

(f)  FD&C  Red  No.  2.  The  Commis¬ 
sioner  of  Food  and  Drugs,  In  order  to 
protect  the  public  health,  hereby  termi¬ 
nates  the  provisional  listing  of  FDtiC 
Red  No.  2  fcM*  use  In  food,  drugs,  and 
cosmetics. 

(g)  Carbon  black  (prepared  by  the 
“impinoetnenV  or  "cfianner  proceu). 
The  Commissioner  of  Food  and  Druga,  In 
order  to  protect  the  public  health,  hereby 
terminates  the  provisional  listing  ot  car¬ 
bon  blsick  (prepared  by  the  "Imi^nge- 
ment”  or  “channel”  process)  for  use  In 
food,  drugs,  and  cosmetics. 

§  81.25  Temporary  tolerances. 

Two-year  chnmlc  rat  feeding  studies. 
Including  hlstopathology,  of  DftC  Red 
No.  9  and  DftC  Red  No.  10  have  been 
completed.  A  final  determination  of  the 
status  of  these  colors  for  Ingestion  must 
await  chronic  feeding  studies  with  a  ncm- 
rodent  species.  However,  pharmacolo¬ 
gists  of  the  Pood  and  Drug  Administra¬ 
tion  have  concluded,  on  the  basis  of 
chronic  feeding  studies  with  the  rat,  that 
a  no-effect  level  of  feeding  of  100  parts 
per  million  will  be  acc^ited  pending 
chronic  feeding  studies  with  a  nonrodent 
species.  Since  the  subacute  toxicity  of 
the  two  colors  Is  of  the  same  order  of 
subacute  toxicity  as  the  other  nine  colors 
listed  In  5  81.10(b)  (1).  it  can  be  assumed 
for  the  purpose  of  temporary  tolerances 
that  the  same  no-effect  level  of  feeding 
for  the  nine  colors  Is  also  100  parts  per 
million.  Data  have  been  sulxnltted  which 
Indicate  that  the  maximum  amoimt  of 
the  color  additives  listed  In  paragraph 
(a)  of  this  section  likely  to  be  Ingested 
dally  from  lipstick  will  correspond  to 
about  0.1  part  per  million  In  the  dally 
diet.  On  this  ba^  It  Is  not  Inconsistent 
with  the  protection  of  the  public  health 
to  allow,  during  this  transitional  period, 
ccxitlnued  use  of  these  products  In  lip¬ 
stick  and  In  other  products  that  may  be 
Ingested  In  the  amounts  specified  In  this 
section. 

(a)  Piu*suant.  therefm^  to  the  au¬ 
thority  In  section  203(d)(1)(C)  the 
(7ok>r  Additive  Amendmmts  of  1960, 
temporary  tolerances  are  established  for 
the  following  color  additives : 


Color  additive  Percent 

DftC  Orange  No.  6  (182.1366  of  tbte 

chapter)  _  6 

DftC  Orange  No.  17  ({  82.1367  of  thU 

chapter)  _  6 

DftC  Red  No. ««  (1 83.1308  of  this 

chapter)  _  6 

DftC  Red  No.  9  ({83.1309  of  this 

chapter)  _  6 

DftC  Red  No.  10  (§83.1310  of  this 

chapter)  _  6 

DftC  Red  No.  11  (I  82.1311  of  thU 

chapter)  _  6 

DftC  Red  No.  12  (1 83.1312  of  this 

chapter)  _  6 

DftC  Red  No.  13  ({82.1313  of  this 

chapter)  _  6 

DftC  Red  No.  19  ({82.1319  of  this 

chapter)  _  6 

DftC  Red  No.  33  ({82.1333  of  this 

chapter)  _  6 

DAC  Red  No.  36  ({ 82.1336  of  this 
chapter)  _  8 

These  color  additives  are  therefore  re¬ 
tained  on  the  provisional  list  for  use  In 
lipstick  with  the  Indicated  temporary 
tolerances  which  are  expressed  as  per¬ 
cent  pure  dye  by  weight  of  each  lipstick. 
These  coltH*  additives  may  be  u^  In 
combinations  provided  the  Individual 
tolerance  Is  not  exceeded  and  the  total 
percent  of  aU  colors  used  does  not  ex¬ 
ceed  6  percoit  pure  dye  by  weight  of  the 
lipstick.  These  color  additives  and  DftC 
Red  No.  37  are  retained  without  toler¬ 
ance  restrictions  for  externally  applied 
drugs  and  cosmetics. 

(b)  (1)  The  colors  named  In  this  para¬ 
graph  may  safely  be  used,  during  the 
transitional  period,  tn  drug  products  and 
In  such  other  preparations  subject  to  In- 
geetlcm  as  mouthwashes  and  dentifrices, 
where  total  usage  reasonably  to  be  ex¬ 
pected  to  be  Ingested  does  not  conhibute 
more  than  1  pcu*t  per  million  of  any  such 
c<dor  additive  or  combination  of  color 
additives  to  the  human  diet.  Therefore, 
to  meet  this  limitation  the  fcdlowlng  col¬ 
ors  are  retained  on  the  provisional  Ust 
of  color  additives  for  use  In  drug  prod¬ 
ucts  for  Internal  use,  mouthwashes,  den¬ 
tifrices,  and  proprietary  products,  under 
a  tempm-ary  tolerance,  provided  that  In 
no  Instance  shall  such  color  additives 
contribute  more  than  0.75  mlUlgram  of 
the  color  additive,  expressed  as  pure  dye, 
to  the  amount  of  the  product  reason¬ 
ably  expected  to  be  Ingested  In  1  day. 

DftC  Orange  No.  6  ({  83.1266  of  this  chap¬ 
ter). 

DftC  Red  No.  8  ({  83.1308  of  this  chi4>ter). 
DftC  Red  No.  18  ({82.1313  of  this  chapter). 
DftC  Red  No.  19  ({  83.1319  of  this  chapter). 
DftC  Red  No.  33  ({  83.1333  of  this  chapter). 
DftC  Red  No.  37  ({  83.1337  of  this  chapter). 

(2)  D&C  Red  No.  36  (  5  82.1336  of  this 
chapter)  Is  retained  on  the  provisional 
list  of  color  additives  for  use  In  drug 
products  for  Internal  use,  mouthwashes, 
dentifrices,  and  proprietary  products, 
under  a  temporary  tolerance,  provided 
that  In  no  Instance  shall  it  contribute 
more  than  1.7  milligrams  of  the  color 
additive,  expressed  as  pure  dye,  to  the 
amount  of  the  product  reasonably  ex¬ 
pected  to  be  Ingested  In  1  day. 


§  81.27  Conditions  of  provisional  listing. 

The  closing  dates  for  the  use  of  the 
color  additives  provisionally  listed  In 
5  81.1  are  postponed  until  the  dates  es¬ 
tablished  in  that  section  conditioned  on 
compliance  with  the  requirements  of 
paragraphs  (a),  (b),  (c),  and  (d)  of  this 
section,  where  applicable.  The  closing 
dates  will  not  be  postponed  beyond  the 
dates  in  5  81.1  unless  extraordinary  cir¬ 
cumstances  are  shown.  Requests  for  fur¬ 
ther  postponement  based  on  extraordi¬ 
nary  circumstances  shall  be  submitted  In 
writing  and  state  In  detail  the  basis  for 
the  request.  If  the  requirements  of  pcua- 
graphs  (a),  (b).  (c),  and  (d)  of  this 
section  are  not  complied  with,  the  pro¬ 
visional  listing  for  the  color  addltive(s) 
Involved  will  be  terminated  Immediately. 

(a)  The  closing  date  fm*  the  following 
14  color  additives  Is  pos^x>ned  until 
July  1, 1977,  while  4- week  eye  suea  studies 
In  the  rabbit  are  conducted  and  evalu¬ 
ated.  and  subject  to  (XHnpllance  with  the 
requirements  of  this  paragraph:  Alumi¬ 
num  powder,  annatto,  Usmuth  oxycdilo- 
rlde,  iMxmze  powder,  caramel,  cannlne. 
carotene,  chromium  hydroxide  green, 
chromliun  oxide  greens,  copper  (metalUe 
powder) .  ferric  ferrocyanlde,  guanine 
(pecu*!  essence) ,  mica.  aiMl  sine  oxide. 

(1)  At  least  one  petitioner  for  each  of 
the  14  color  additives  listed  In  paragraph 
(a)  of  this  section  shall  agree  In  writing 
by  March  7,  1977  to  imdertake  the  eye 
area  studies. 

(2)  A  full  written  report  of  the  results 
of  the  studies  shall  be  submitted  to  the 
Division  of  Food  and  Color  Additives, 
Pood  and  Drug  Administration,  200  C 
St.  SW..  Washington.  DC  20204,  by 
March  21.  1977. 

(3)  The  petitioners  imdertaklng  the 
studies  Shan  Immediately  notify  the  Di¬ 
vision  of  Food  and  (Ttdor  Additives  of  any 
findings  that  Indicate  a  potential  for  the 
color  additive  to  cause  adverse  effects. 

(b)  The  closing  date  for  bismuth  cit¬ 
rate,  bismuth  ox3rchlorlde.  caramel,  and 
lead  acetate  Is  postpemed  until  Octo¬ 
ber  31. 1977,  while  short-term  studies  are 
conducted  and  evaluated,  and  subject  to 
compliance  with  the  requirements  of  this 
paragraph. 

(1)  At  least  one  petitioner  for  each  of 
of  the  four  color  ad^tlves  listed  In  para¬ 
graph  (b)  of  this  section  shall  agree  In 
writing  by  March  7,  1977  to  undertake 
the  shcHt-term  studies  on  the  color  ad¬ 
ditives. 

(2)  A  full  Ipiitten  report  on  the  ab¬ 
sorption  studies  for  bismuth  citrate  and 
lead  acetate  and  a  full  written  report  on 
the  subchronic  studies  for  bismuth  cit¬ 
rate.  bismuth  oxychloride,  and  caramel 
shall  be  submitted  to  the  Division  of 
Food  and  Color  Additives,  Food  and  Drug 
Administration,  200  C  St.  SW..  Washing¬ 
ton.  DC  20204,  by  August  3,  1977. 

(3)  The  petitioners  undertaking  the 
studies  shall  immediately  notify  the  Divi¬ 
sion  of  Food  and  Color  Additives  of  any 
findings  that  indicate  a  potential  for  the 
color  additive  to  cause  sidverse  effects. 
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(c)  Hie  closing  date  for  the  following 
nine  color  additives  Is  ixistponed  until 
October  31,  1977,  while  chemistry  data 
mid  analytical  methods  to  establish 
specifications  for  them  are  developed 
and  evaluated  and  subject  to  com¬ 
pliance  with  the  requirements  of  this 
paragraph:  D&C  Yellow  No.  10,  D&C  Red 
No.  6,  D&C  Red  No.  7,  D&C  Red  No.  30, 
D&C  Orange  No.  4.  D&C  Blue  No.  6,  Ext. 
D&C  Yellow  No.  1,  Ext.  D&C  Green  No. 
1,  and  graphite. 

(1)  At  least  one  petitioner  for  each 
of  the  nine  color  additives  listed  in  para¬ 
graph  (c)  of  this  section  shall  agree  in 
writing  by  March  3,  1977  to  undertake  to 
devel<H)  the  necessary  chemistry  data 
and  analytical  methods  for  the  color 
additives. 

(2)  The  required  chemistry  data  and 
analytical  methods  shall  be  submitted  to 
the  Division  of  Food  and  Color  Additives, 
Food  and  Drug  Administration,  200  C 
8t  SW.,  Washington,  DC  20204,  by  Au¬ 
gust  3,  1977. 

(3)  The  petitioners  undertaking  the 
studies  shall  immediately  notify  the 
Division  of  Food  and  Color  Additives  of 
any  findings  that  Indicate  a  potential 
for  the  color  additive  to  cause  adverse 
effects. 

(d)  The  closing  date  for  the  following 
32  color  additives  isjx)stponed  until  Jan¬ 
uary  31,  1981,  while  chronic  toxicity 
feeding  studies  and  in  the  case  of  cara¬ 
mel,  a  lifetime  mouse  skin  painting  study, 
are  conducted  and  evaluated,  and  subject 
to  compliance  with  the  requirements  of 
this  paragraph:  FH&C  Yellow  No,  5, 
FD&C  YeUow  No.  6,  D&C  Yellow  No.  10, 
FD&C  Red  No.  3,  D&C  Red  No.  6,  D&C 
Red  No.  7,  D&C  Red  No.  8,  D&C  Red  No. 
9,  D&C  Red  No.  10,  D&C  Red  No.  11,  D&C 
Red  No.  12,  D&C  Red  No.  13,  D&C  Red 
No.  19,  D&C  Red  No.  21,  D&C  Red  No.  22, 
D&C  Red  No.  27,  D&C  Red  No.  28,  D&C 
Red  No.  30,  D&C  Red  No.  33,  D&C  Red 
No.  36,  D&C  Red  No.  37,  FD&C  Green  No. 
3,  D&C  Green  No.  5,  D&C  Green  No.  6, 
FD&C  Blue  No.  1,  FD&C  Blue  No.  2,  D&C 
Blue  No.  6,  D&C  Orange  No.  5,  D&C 
Orange  No.  10,  D&C  Orange  No.  11,  D&C 
Orange  No.  17,  and  caramel. 

(1)  At  least  one  petitioner  for  each  of 
the  32  color  additives  ILsted  in  paragraph 
(d)  of  this  section  shall  agree  in  writing 
by  March  7,  1977  to  imdertake  the  re¬ 
quired  studies  on  the  color  additives. 

(2)  The  petitioners  undertaking  the 
studies  shall  submit  a  protocol  for  the 
conduct  of  the  studies  to  the  Division  of 
Food  and  Color  Additives,  Fhod  and 
Drug  Administration,  200  C  8t.  8W., 
Washington,  DC  20204,  for  review,  and 
acceptance  or  rejection,  by  April  5,  1977. 

(3)  An  initial  progress  report  of  the 
studies  cm  the  color  additives  shall  be 
submitted  to  the  Division  of  Food  and 
Color  Additives  by  December  31,  1977. 
Further  progress  reports  shall  be  sub¬ 
mitted  at  6-m(mth  intervals  thereafter. 
A  full  report  of  the  studies  conducted 
on  the  color  additives  shall  be  submitted 
to  the  Division  of  Food  and  Color  Addi¬ 
tives  by  August  4,  1980. 

(4)  The  petitioners  imdertaking  the 
studies  shall  immediately  notify  the  Dl- 
viskm  of  Food  and  Color  Additives  of  any 
findtngK  that  indicate  potential  for  the 
color  additive  to  cause  adverse  effects. 


S  81.30  Caneellatioii  of  cerlificates. 

(a)  Certificates  issued  heretofore  for 
ecdors  being  removed  from  the  provi¬ 
sional  list  (9  81.10(a))  are  cancelled  and 
of  no  effect  after  Deceml^  1,  1960,  and 
use  of  such  color  additives  in  dru^  or 
cosmetics  after  that  date  will  result  in 
adulteration. 

(b)  (1)  Certificates  Issued  heretofore 
for  the  color  additive  designated  FD&C 
Red  No.  1  are  cancelled  as  of  the  date  of 
the  publication  of  this  Order,  and  use  of 
this  color  additive  in  the  manufacture 
of  foods,  drugs,  or  cosmetics  after  that 
date  will  result  in  adulteration. 

(2)  The  Commissioner  finds  that  no 
action  needs  to  be  taken  to  remove  foods, 
drugs,  and  cosmetics  containing  this 
color  additive  from  the  market  on  the 
basis  of  the  scientific  evidence  before 
him,  taking  into  account  that  the  addi¬ 
tive  Is  not  an  acute  toxic  substance  and 
that  it  is  only  used  in  small  amounts  in 
foods,  drugs,  and  cosmetics. 

(c)  Certificates  Issued  for  FD&C  Red 
No.  4  and  all  mixtures  containing  this 
color  additive  are  cancelled  and  have  no 
effect  after  8eptember  23,  1976  insofar 
as  food,  ingested  drugs,  and  ingested 
cosmetics  are  concerned,  and  use  of  this 
color  additive  in  the  manufacture  of 
food,  ingested  drugs,  and  ingested  cos¬ 
metics  after  this  date  will  result  in 
adulteration.  The  certificates  shall  con¬ 
tinue  in  effect  for  the  use  of  FD&C  Red 
No.  4  in  externally  applied  drugs  and 
cosmetics.  The  Commi^ioner  finds,  on 
the  basis  of  the  scientific  evidence  before 
him  that  no  action  has  to  be  taken  to 
remove  from  the  maiicet  food,  ingested 
drugs  and  ingested  cosmetics  containing 
the  color  additive. 

(d)  Certificates  issued  for  the  follow¬ 
ing  color  additives  and  all  mixtures  con¬ 
taining  these  (xdor  additives  are  can¬ 
celed  and  have  no  effect  after  October 
4,  1966,  and  use  of  such  c<fior  additives 
in  the  manufacture  of  foods,  drugs,  or 
cosmetics  after  that  date  will  result  in 
adulteration: 

FD&C  Green  No.  1. 

FD&C  Green  No.  2. 

D&C  Green  No.  7. 

D&C  Red  No.  5. 

D&C  Red  No.  14. 

D&C  Red  No.  18. 

D&C  Red  No.  24. 

D&C  Red  No.  29. 

D&C  Red  No.  35. 

D&C  Red  No.  38. 

D&C  Orange  No.  3. 

D&C  Orange  No.  8. 

D&C  Orange  No.  14. 

D&C  Orange  No.  16. 

D&C  CMtuige  No.  16. 

D&C  Blue  No.  7. 

D&C  Black  No.  1. 

Ext.  D&C  YeUow  No.  5. 

Ext.  D&C  Yellow  No.  6. 

Ext.  D&C  Red  No.  1. 

Ext.  D&C  Red  No.  2. 

Ext.  D&C  Red  No.  3. 

Ext.  D&C  Red  No.  10. 

Ext.  D&C  Red  No.  11. 

Ext.  D&C  Red  No.  13. 

Ext.  D&C  Red  NO.  14. 

Ext.  D&C  Red  No.  16. 

Ext.  D&C  Blue  No.  1. 

Ext.  D&C  Blue  No.  4. 

Ext.  D&C  Orange  No.  1. 

Ext.  D&C  Orange  No.  4. 


(e)  Certificates  issued  for  the  follow¬ 
ing  (xdor  additives  and  all  mixtures  con¬ 
taining  these  ccdm*  additives  are  can¬ 
celed  and  have  no  effect  after  July  1, 
1968,  and  use  of  such  color  additives  in 
the  manufacture  of  drugs  or  cosmetics 
after  that  date  will  result  in  adultera¬ 
tion: 

Ext.  D&C  Yellow  No.  3. 

Ext.  D&C  Red  No.  8. 

Ext.  D&C  Orange  No.  3. 

(f)  Certificates  Issued  for  DtC  Yellow 
No.  11  and  all  mixtures  containing  this 
color  additive  are  canceled  and  have  no 
effect  after  April  30,  1968,  insofar  as  in¬ 
gested  use  is  concerned.  Use  of  this  color 
additive  in  the  manufacture  of  ingested 
drugs  or  cosmetics  subject  to  Ingestion 
after  that  date  will  result  in  adulteration. 

(g)  Certificates  issued  for  D&C  Red 
No.  17,  D&C  Red  No.  31,  D&C  Red  No.  34, 
D&C  Orange  No.  4,  and  D&C  Violet  No.  2, 
and  all  mixtures  containing  these  color 
additives,  are  canceled  and  have  no  effect 
after  December  31,  1968,  insofar  as  in¬ 
gested  use  is  concerned.  Use  of  these  color 
additives  in  the  manufacture  of  ingested 
drugs  or  cosmetics  subject  to  ingestion 
after  that  date  will  result  in  adulteraticm. 

(h)  (1)  Certificates  Issued  for  FD&C 
Violet  No.  1  and  all  mixtures  containing 
this  color  additive  are  canceled  and  have 
no  effect  after  April  10,  1973,  and  use  of 
such  color  additive  in  the  manufacture 
of  foods,  drugs,  or  cosmetics  after  that 
date  will  result  in  adulteration. 

(2)  The  Commissioner  finds  that  no 
action  needs  to  be  taken  to  remove  foods, 
drugs,  and  cosmetics  containing  this 
color  additive  from  the  market  on  the 
basis  of  the  scientific  evidence  before 
him. 

(1)  Certificates  issued  prior  to  July  1, 
1968,  for  D&C  Brown  No.  l  and  Ext.  D&C 
Violet  No.  2  and  all  mixtures  containing 
these  colors  are  canceled  and  have  no  ef¬ 
fect.  This  cancellation  does  not  apply  to 
certificates  issued  after  March  15,  1973, 
for  D&C  Brown  No.  1  and  Ext.  D&C  Violet 
No.  2,  which  are  provisionally  listed  in 
9  81.1  (b)  and  (c)  respectively  for  color¬ 
ing  externally  applied  cosmetics. 

(J)(l)  Certificates  issued  for  FD&C 
Red  No.  2  and  all  mixtures  ccmtainlng 
this  color  additive  are  cancelled  and 
have  no  effect  after  January  28,  1976, 
and  use  of  this  color  additive  in  the 
manufacture  of  food,  drugs,  or  cos¬ 
metics  after  this  date  will  result  in 
adulteraticm. 

(2)  The  Commissioner  finds,  on  the 
basis  of  the  scientific  evidence  before 
him,  that  no  action  has  to  be  taken  to 
remove  fnxn  the  market  food,  drugs,  and 
cosmetics  contidning  the  color  additive 

§  81.32  Limitation  of  certificatri*. 

(a)  Certain  color  additives.  Certifi¬ 
cates  Issued  heretofore  for  color  addi¬ 
tives  being  retained  on  the  provisional 
list  in  9  81.25,  but  tmder  tolerance  and 
usage  restrictions,  are  herelqr  limited  to 
those  uses  and  under  those  conditions 
imposed  by  that  section.  Use  of  such 
color  additives  in  any  other  manner 
after  December  1,  1960,  in  drugs  or  cos¬ 
metics  will  result  in  adulteration.  Any 
color  additive  certified  under  such  tol- 
oance  and  usage  restrktlons  after  Oc- 
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tober  12,  1960,  shall  bear  a  label  state¬ 
ment  of  the  name  of  the  color  additive 
and  of  the  tolerance  and  use  limitations 
applicable  to  it. 

fb)  [Reserved! 

(c)  D«feC  Red  No.  36.  Certificates 
issued  heretofore  for  D&C  Red  No.  36 
and  all  mixtures  containing  this  color 
additive  are  limited  effective  October 
31,  1970,  to  the  conditions  imposed  by 
§81.25  (a)  and  (b)  (2)  ).  Use  of  D&C 
Red  No.  36  in  any  other  manner  after  Oc¬ 
tober  31,  1970,  in  drugs  or  cosmetics  will 
result  in  adulteration.  Any  I>&C  Red  No. 
36  distributed  after  October  31,  1970, 
shall  bear  a  label  statement  of  the  toler¬ 
ance  applicable  to  it. 

(Sec.  203(s)(2),  74  SUt.  404;  21  U.S.C.  376, 
note) 


PART  82— LISTING  OF  CERTIFIED  PROVI¬ 
SIONALLY  USTED  COLORS  AND  SPEC¬ 
IFICATIONS 

Subpart  A — General  Provishms 

Sec. 

82.3  Definitions. 

82 .5  General  specifications  for  straight 

colors. 

82.6  Certifiable  mixtures. 

Subpart  B — Foods,  Drugs,  and  Cosmetics 

82.50  General. 

82.51  Lakes  (FD&C). 

82.101  PD&C  Blue  No.  1. 

82.102  FD&C  Blue  No.  2. 

82.203  PD&C  Green  No.  3. 

82.303  FD&C  Red  No.  3. 

82.304  FD&C  Bed  No.  4. 

82.705  FD&C  Yellow  No.  5. 

82  706  FD&C  Yellow  NO.  6. 

Subpart  C — Drugs  and  Cosmetics 

82.1050  General. 

82.1051  Lakes  (D&C). 

82.1 104  D&C  Blue  No.  4. 

82.1106  D&C  Blue  No.  6. 

82.1206  D&C  Green  No.  5. 

82.1206  D&C  Green  No.  6. 

82.1254  D&C  Orange  No.  4. 

82.1255  D&C  Orange  No.  5. 

82.1260  D&C  Orange  No.  10. 

82.1261  D&C  Orange  No.  11. 

82.1267  D&C  Orange  No.  17. 

82.1306  D&C  Red  No.  6. 

82.1307  D&C  Red  No.  7. 

82.1308  D&C  Red  No.  8. 

82.1309  D&C  Red  No.  9. 

82.1310  D&C  Red  No.  10. 

82.1311  D&C  Red  No.  11. 

82.1312  D&C  Red  No.  12. 

82.1313  D&C  Red  No.  13. 

82.1317  D&C  Red  No.  17. 

82.1319  D&C  Red  No.  19. 

82.1321  D&C  Red  No.  21. 

82.1322  D&C  Red  No.  22. 

82.1327  D&C  Red  No.  27. 

82.1328  D&C  Bed  No.  28. 

82.1330  D&C  Red  No.  30. 

82.1331  D&C  Bed  No.  31. 

82.1333  D&C  Red  No.  33. 

82.1334  D&C  Red  No.  34. 

82.1336  D&C  Red  No.  36. 

82.1337  D&C  Red  No.  37. 

82.1602  D&C  Red  Violet  No.  2. 

82.1707  D&C  Ytilow  No.  7. 

82.1708  D&C  Yellow  No.  g 
82.1710  D&C  Yellow  No.  10. 

Subpart  D — EitamaHy  Applied  Drugs  and 
Cosmetics 

82.2050  General. 

82.2051  Lakes  <Ext.  D&C) . 

82.2201  Ext.  D&C  Green  No.  t. 

82.3701a  Ext.  D&C  YMow  No.  1. 

82.2707a  Ext.  D&C  Yellow  No.  T. 


Authositt:  Secs.  408,  804.  004.  701.  T09. 
706,  52  SUt.  1049  aa  amended.  1055-1056  aa 
amended.  1058  aa  amended  (21  IT.S.C.  346. 
354.  364,  371,  872.  376),  unle*  otherwtoe 
noted. 

Subpart  A — General  Provisions 
§  82.3  Drnniliuns. 

For  the  purposes  of  this  part; 

(a>-(f)  [Reservedl 

(g)  The  term  “aiumlna”  means  a  sus¬ 
pension  in  water  of  precipitated  alumi¬ 
num  hydroxide. 

(h)  The  term  “blanc  fixe”  means  a 
suspension  in  water  of  precipitated 
barium  sulfate. 

(t)  The  term  “gloss  white”  means  a 
suspen.sion  in  water  of  co-precipitated 
aluminum  hydroxide  and  barium  sulfate. 

(j)  The  term  “mixed  oxides”  means 
the  sum  of  the  quantities  of  aluminum, 
iron,  calcium,  and  magnesium  (in  what¬ 
ever  combination  they  may  exist  in  a 
coal-tar  color)  calculated  as  aluminum 
trioxide,  ferric  oxide,  calcium  oxide,  and 
magnesium  oxide. 

(k) -(m>  IReservedl 

(n)  The  term  “externally  applied 
drugs  and  cosmetics”  means  drugs  and 
cosmetics  which  are  implied  only  to  ex¬ 
ternal  parts  of  the  bo^  and  not  to  the 
lips  or  any  body  surface  covered  by 
mucous  membrane. 

(o)  and  (p)  IResenedl 

(q>  The  definitions  and  interpreta¬ 
tions  of  terms  contained  in  section  201 
of  the  Federal  Food,  Drug,  and  Cosmetic 
Act  shall  be  applicable  also  to  such  terms 
when  used  in  this  part. 

§  82. .3  General  Kpeeifiratioii!*  for  Mraisbt 
rolor*. 

No  batch  of  a  straight  color  listed  in 
Subpart  B,  C,  or  D  shall  be  certified 
under  this  part  unless: 

(a)  It  is  free  from  all  impurities  (other 
than  those  named  in  paragraph  (b)  of 
this  section  or  in  the  specifications  set 
forth  in  such  paragraph  for  such  color) 
to  the  extent  that  such  impurities  can  be 
avoided  by  good  manufacturing  practice. 

(b)  It  conforms  to  the  following  speci¬ 
fications  : 

(l)  In  the  case  of  a  straight  color 
listed  in  Subpart  B: 

(i)  Lead  (as  Pb>,  not  more  than  0.001 
percent. 

(ii)  Arsenic  (as  As^O.^),  not  more  than 
0.00014  percent. 

(ill)  Heavy  metals  (except  Pb  and  As) 
(by  precipitation  as  sulfides),  not  more 
than  trace. 

(2)  In  the  case  of  a  straight  color 
listed  in  Subpart  C  or  D: 

(I)  Lead  (as  Pb),  tx>t  more  than  0.002 
percent. 

(II)  Arsenic  (as  As.O>),  not  more  than 
0.0002  percent. 

(ill)  Heavy  metals  (except  Pb  and  As) 
(by  precipitation  as  sulfides),  not  more 
than  0.003  percent. 

(3)  In  the  case  of  a  straight  color 
which  contains  a  barium  salt  listed  in 


§  82.6  Certifiable  Mixtures. 

(a)  A  batch  of  a  mixture  which  con¬ 
tains  no  straight  ccdor  listed  in  Subpart 
C  or  D  may  be  certified  for  use  In  food, 
drugs  and  cosmetics.  If: 

( 1 )  Each  coal-tar  color  used  as  an  in¬ 
gredient  in  mixing  such  batch  is  from  a 
previously  certified  batch  and  such  color 
has  not  changed  in  composition  In  any 
manner  whatever  since  such  previous 
certification,  except  by  mixing  into  such 
batch  of  mixture: 

(2)  Each  diluent  in  such  batch  of 
mixture  is  harudess  and  suitable  for  use 
therein;  and 

(3)  No  diluent  (except  resins,  natural 
gum.  pectin  and.  in  the  case  of  mixtures 
which  are  aqueous  solutions  or  aqueous 
pastes,  sodium  benzoate  in  a  quantity  of 
not  more  than  Vio  of  1  percent)  in  such 
mixture  is  a  nonnutritive  substance, 
unless  such  mixture  Is  for  external  appli¬ 
cation  to  shell  eggs,  or  for  use  in  coloring 
a  food  specified  in  the  requests  for  cer¬ 
tification  of  such  batch  submitted  in 
accordance  with  §  80.21  of  this  chapter, 
and  such  diluent.  In  the  usual  process  of 
manufacturing  such  food,  is  removed  and 
does  not  become  a  component  of  such 
food. 

»b)  A  batch  of  a  mixture  which  con¬ 
tains  no  straight  cedor  listed  in  Subpart 
D,  or  which  contains  a  diluent  not  per¬ 
mitted  by  paragraph  (a)(3)  of  this  sec¬ 
tion.  may  l»  certified  in  accordance  with 
the  provisions  of  this  part,  for  use  only 
in  drugs  and  casmetics,  if : 

( 1 )  Each  coal-tar  cedor  used  as  an 
ingredient  in  mixing  such  batch  is  from 
a  previously  certified  batch  and  such 
color  has  not  changed  in  composition  In 
any  manner  whatever  since  such  i»evl- 
ous  certification,  except  by  mixing  into 
such  batch  of  mixture. 

(2)  Each  diluent  in  such  batch  of 
mixture  is  harmless  and  suitable  for  use 
therein. 

(c)  A  batch  of  a  mixture  which  con- 
‘  tains  a  straight  color  listed  In  Subpart  D 
may  be  certified  in  accordance  with  the 
provisions  of  this  part,  for  use  only  in 
externally  applied  drugs  and  cosmetics, 
if: 

(1)  Each  coal-tar  color  used  as  an  in¬ 
gredient  in  mixing  such  batch  is  from 
a  previously  certified  batch  and  such 
color  has  not  changed  In  compositlcni  In 
any  manner  whatever  since  such  previ¬ 
ous  certification,  except  by  mixing  Into 
such  batch  of  mixture;  and 
.  (2)  Each  diluent  In  such  batch  of 
mixture  is  harmless  and  suitable  for  use 
therein. 

Subpart  B — Foods,  Drugs,  and  Cosmetics 
§  82.50  General. 

A  batch  of  a  straight  color  listed  In  thla 
subpart  may  be  certified.  In  accordance 
with  the  provisions  of  the  regulations  In 
this  part,  for  use  In  food,  drugs,  and  cos¬ 
metics.  If  such  batch  conforms  to  the 
requirements  of  I  82.5  and  to  the  specifl- 
cations  In  this  subpart  set  forth  for  such 
color. 


SulHMxt  C  or  D— soluble  barium  (tn  §  82.51  I.ake«  (FD&C). 

dilute  HCl)  (as  BaCl«),  not  more  than  (a)(1)  GeneroL  Any  lake  by 

0.05  percent.  extending  on  a  substratum  of  alumina,  a 
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salt  prepared  from  one  of  the  certified 
water-soluble  straight  colors  hereinbe¬ 
fore  listed  In  this  sulg)art  by  combining 
such  color  with  the  basic  radical  alumi¬ 
num  or  calcium. 

(2)  Specifications. 

Prepared  frwn  previously  certified 
colors  listed  In  this  subpart. 

Soluble  chlorides  and  s\Ufates  (as  so¬ 
dium  salts),  not  more  than  2.0  percent. 

Inorganic  matter.  Insoluble  HCI,  not 
more  than  0.5  percent. 

(b)  Each  lake  made  as  prescribed  In 
paragraph  (a)  of  this  section  shall  be 
consldei^  to  be  a  straight  color  and  to 
be  listed  therein  under  the  name  which 
Is  formed  as  follows: 

(1)  The  listed  name  of  the  color  from 
which  the  lake  is  prepared; 

(2)  The  name  of  the  basic  radical 
combined  In  such  ccdor;  and 

(3)  Hie  word  "Lake”. 

(For  example,  the  name  of  a  lake  pre¬ 
pared  by  extending  the  aluminum  salt 
prepared  from  FD8iC  Blue  No.  1  upon 
the  substratum  would  be  FD&C  Blue  No. 
1 — ^Aluminum  Lake.) 

§  82.101  FD&C  Blue  No.  1. 

The  color  additive  FDbC  Blue  No.  1 
shall  omiform  In  Identity  and  specifica¬ 
tions  to  the  requirements  of  i  74.101  (a) 
(1)  and  (b)  of  this  chapter. 

'  §82.102  FD&C  Blue  No.  2. 

Hie  color  additive  FDfcC  Blue  No.  2 
gViftii  conform  in  Identity  and  specifica¬ 
tions  to  the  requirements  of  I  74.1102(a) 
and  (b)  of  this  chapter. 

§  82.203  FD&C  Cren  No.  3. 

Dlsodlum  salt  of  4-{t4-(N-ethyl-p- 
sulfobenzylamlno)  -  phenyl]  -  (4-hy- 
droxy-2-sulfonlumphaiyl)  -methylene} - 
II  -  (N  -  etl^l  -  N  -  p  -  sulfobenzyl)  -A*'*- 
cyclohexadlenlmlne] . 

Volatile  matter  (at  135*  C.) ,  not  m(»e 
than  10.0  percent. 

Water-Insoluble  matter,  not  more 
than  0.5  percent. 

Ether  extracts,  not  more  than  0.4  per¬ 
cent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  5.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Subsidiary  dyes,  not  more  than  5.0 
percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trl(^orlde) ,  not  less  than 
85.0  percent. 

§  82.303  FD&C  Red  No.  3. 

Hie  color  additive  FDttC  Red  No.  S 
shall  conform  In  Identity  and  specifica¬ 
tions  to  the  requirements  of  S  74.303(a) 
(1)  and  (b)  of  this  chapter. 

§  82.304  FD&C  Red  No.  4. 

The  color  additive  FDliC  Red  No.  4 
shall  conform  In  identity  and  specifica¬ 
tions  to  the  requlronents  of  I  74.1304(a) 
(1)  and  (b)  of  this  chapter.  FDbC  Red 
No.  4  Is  restricted  to  use  In  externally 
applied  drugs  and  cosmetics. 

§  82.705  FD&C  YeUow  No.  5. 

Hie  color  additive  FDliC  Yellow  No.  5 
shall  conform  In  Identity  and  speclfica- 
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tions  to  the  requirements  of  f  74.706(a) 
(1)  and  (b)  of  this  chapter. 

§  82.706  FD&C  Yellow  No.  6. 

Dlsodlum  salt  of  1-p-sulfophenylazo- 
2-naphthol-6-sulfonic  acid. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  10.0  percent. 

Water-insoluble  matter,  not'more  than 
0.5  percent. 

Ether  extracts,  not  more  than  0.2  per¬ 
cent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  5.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Subsidiary  dyes,  not  more  than  5.0  per¬ 
cent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
85.0  percent. 

Subpart  C — Drugs  and  Cosmetics 
§  82.1050  General. 

A  batch  of  a  straight  color  listed  In  this 
subpart  may  be  certified.  In  accordance 
with  the  provisions  of  this  part,  for  use 
only  In  drugs  and  cosmetics.  If  such 
batch  conforms  to  the  requirements  of 
§  82.5  and  to  the  specifications  set  forth 
In  this  subpart  for  such  color. 

§  82.1051  Lakes  (D&C). 

(a)  (1)  General.  Any  lake,  other  than 
those  listed  in  Sut^>art  B,  made  by  ex¬ 
tending  cm  a  substratum  of  alumina, 
blanc  fixe,  gloss  white,  clay,  titanium  di¬ 
oxide,  zinc  oxide,  talc,  rosin,  aluminum 
benzoate,  calcium  carbonate,  or  any 
combination  of  two  or  more  of  these, 
(1)  one  of  the  straight  colors  (exc^t 
lakes)  listed  In  Sul^sart  B  or  hereinbefore 
listed  In  this  subpart,  which  color  Is  a 
salt  In  which  Is  combined  the  basic  radi¬ 
cal  sodium,  potassium,  aluminum,  bar¬ 
ium,  calcium,  strontium,  or  zirconium; 
or  (11)  a  salt  prepared  from  (me  of  the 
straight  colors  (exc^t  lakes)  listed  In 
Subpart  B,  or  hereinbefore  listed  In  this 
sut^rt,  by  (xxnblning  such  color  with 
the  basic  radical  sodium,  potassium,  alu¬ 
minum,  barium,  calcium,  strontium,  or 
zlrconlmn. 

(2)  Specifications. 

Either  extracts,  not  more  than  0.5 
percent. 

Soluble  chlorides  and  sulfates  (as  so¬ 
dium  salts) ,  not  more  than  S.O  percent. 

Intermediates,  not  more  than  0.2 
percent. 

(b)  Each  lake  made  as  prescribed  In 
paragraph  (a)  of  this  section  shall  be 
considered  to  be  a  straight  color  and  to 
be  listed  therein  under  the  name  which 
Is  formed  as  follows: 

(1)  The  listed  name  of  the  color  frmn 
which  the  lake  is  prepared,  except  that 
if  such  name  contains  the  symbol 
“FD&C”  such  symbol  shall  be  changed 
to  “D&C”; 

(2)  The  name  of  the  basic  radical 
combined  in  such  color;  and 

(3)  The  word  “Lake.” 

(For  example,  the  name  of  a  lake  pre¬ 
pared  by  extending  the  color  D&C  Red 
No.  9  upon  a  substratum  Is  “D&C  Red 
No.  9 — ^Barium  Lcdce”,  and  a  lake  pre¬ 
pared  by  extending  the  almnlnum  salt 


prepared  frmn  FD&C  Green  No.  1  upcm 
a  substratum  other  than  alumina  Is 
"D&C  Green  No.  1 — Aluminum  Lake”.) 

§82.1104  D&C  Blue  No.  4. 

The  color  additive  D&C  Blue  No.  4 
shall  conform  In  identity  and  specifica¬ 
tions  to  the  requirements  of  S  74.1104(a) 
(1)  and  (b)  of  this  chapter.  D&C  Blue 
No.  4  Is  restricted  to  use  In  externally 
applied  drugs  and  cosmetics. 

§  82.1 106  D&C  Blue  No.  6. 

Indigotin. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  5.0  percent. 

Sulfated  ash,  not  more  than  2.0  per¬ 
cent. 

Matter  Insoluble  In  dlchlorhydrln,  not 
more  than  1.0  percent. 

Ether  extracts,  not  more  than  0.5 
percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
95.0  percent. 

§  82.1205  D&C  Green  No.  5. 

Hie  color  additive  D&C  Green  No.  • 
shall  conform  In  Identity  and  specifica¬ 
tions  to  the  requirements  of  I  74.1205  (a) 
and  (b)  of  this  chapter. 

§  82.1206  D&C  Green  No.  6. 

The  c(dor  additive  D&C  Green  No.  6 
shall  conform  In  Identity  and  spectfica- 
tlcms  to  the  requirements  of  I  74.1206  (a) 
and  (b)  of  this  chapter. 

§  82.1254  D&C  Orange  No.  4. 

Monosodilun  salt  of  l-p-sulfophenyl- 
azo-2-naphthoL 

V(^tlle  matter  (at  135*  C.),  not  more 
than  10.0  percent. 

Water-Insoluble  matter,  not  more  than 
1.0  percent. 

Ethtf  extracts,  not  more  than  0.5 
percent. 

/}-Naphthol,  not  more  than  0.2  percent 

Chlorides  and  sulfates  of  sodium,  not 
more  than  5.0  percent. 

Mixed  oxides,  not  more  than  1.0 
percent. 

Pure  dye  (as  determined  by  tltratlmr 
with  titanium  trichloride) ,  not  less  than 
85.0  percent 

§  82.1255  D&C  Orange  No.  5. 

4.5- Dlbr(xno-3,6-fiuorandloL 

Volatile  matter  (at  135*  C.),  not  more 

than  5.0  percent 

Insoluble  matter  (alkaline  solution), 
not  more  than  1.0  percent 

Ether  extracts  from  alkaline  solu¬ 
tion)  ,  not  more  than  0.5  percent. 

Sodium  (boride,  not  more  than  3.0 
percent. 

Mixed  oxides,  not  more  than  1.0 
percent. 

Free  bromine,  not  more  than  0.02 
percent. 

Permitted  range  of  organically  com¬ 
bined  bromine  In  piue  dye,  31.6-35.0 
percent. 

Piire  dye  (as  determined  gravimetii- 
cally) ,  not  less  than  90.0  percent 
§  82.1260  D&C  Orange  No.  10. 

4.5- Diiodo-3,6-fiuorandlol. 

Volatile  matter  (at  135*  C.),  not  more 
than  5.0  percent 
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Insoluble  matter  (alkaline  solution), 
not  more  than  1.0  percent. 

Ether  extracts  (Irotn  alkaline  solu¬ 
tion)  ,  not  more  than  0.5  percent. 

Sodium  chloride,  not  more  than  3.0 
percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Free  iodine,  not  more  than  0.05  per¬ 
cent. 

Pemiitted  range  of  organically  com¬ 
bined  iodine  in  pure  dye,  41.5-45.5  per¬ 
cent. 

Pure  dye  (as  determined  gravimetri- 
cally),  not  less  than  86.0  percent. 

§  82.1261  D&C  Orange  No.  11. 

Disodium  salt  of  9-o-CMboxyphenyl-6- 
hydroxy-4,5-dllodo-3-lsoxanthone. 

Volatile  matter  (at  135“  C.) ,  not  more 
than  10.0  percent. 

Water-insoluble  matter,  not  more  than 
1.0  percent. 

Ether  extracts,  not  more  than  0.5  per¬ 
cent. 

Chlorides  fuid  sulfates  of  sodium,  not 
more  than  3.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Free  iodine,  not  more  than  0.05  per¬ 
cent. 

Permitted  range  of  organically  com¬ 
bined  iodine  in  pure  dye.  38.5-42.5  per¬ 
cent. 

Pure  dye  (as  determined  gravimetri- 
cally) ,  not  less  than  85.0  percent 

§  82.1267  D&C  Orange  No.  17. 

l-(2,4-Dinitrophenylazo)  -2-naphthol. 

Volatile  matter  (at  135*  C.).  not  more 
than  5.0  percent. 

Sulfat^  ash,  not  more  than  1.0  per¬ 
cent. 

Matter  Insoluble  in  toluene,  not  more 
than  1.5  percent 

2.4-Dinitroaniline,  not  more  than  0.2 
percent. 

^-Naphthol,  not  more  than  0.2  percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
90.0  percent. 

§82.1306  D&C  Red  No.  6. 

Monosodium  salt  4-(o-sulfo-p-tolyl- 
azo)  -3-hydroxy-2-naphtholc  acid. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  10.0  percent. 

Water-insoluble  matter,  not  more  than 
1.0  percent. 

Ether  extracts  (isopropyl  ether),  not 
more  than  0.5  percent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  6.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) .  not  less  than 
82.0  percent. 

§  82.1307  D&C  Red  No.  7. 

Calcium  salt  ot  4-(o-sulfo-p-tolyl- 
azo)  -3-hydroxy-2-naphtholc  acid. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  8.0  percent. 

Ether  extracts  (isopropyl  ether),  not 
more  than  0.5  percent. 

Chlorides  and  sulfates  (as  calcium 
salts) .  not  more  than  6.0  percent 


FCOERAL 


Oxides  of  inm  and  aliuninum,  not 
more  than  1.0  percent 

Pure  dye  (as  determined  by  titratlcHi 
with  titanium  trlchlmide) ,  not  less  than 
85.0  percent. 

§82.1308  D&C  Red  No.  8. 

Monosodium  salt  of  l-(4-chloro-o- 
sulfo-5-tolylazo)  -2-naphthol. 

Volatile  matter  (at  135*  C.),  not  mwe 
tlian  10.0  percent. 

Ether  extracts  (isopropyl  ether),  not 
more  than  0.5  percent 

Lake  Red  C  Amine,  not  more  than  0.2 
percent. 

;3-Naphthol,  not  more  than  0.2  percent 

Chlorides  and  sulfates  of  sodium,  not 
more  than  5.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
85.0  percent. 

§  82. 1 309  D&C  Red  No.  9. 

Barium  salt  of  l-(4-chloro-o-sulfo-5- 
tolylazo)  -2-naphthol. 

Volatile  matter  (at  135*  C) ,  not  more 
than  5.0  percent. 

Ether  extracts  (isopropyl  ether),  not 
more  than  0.5  percent. 

Lake  Red  C  Amine,  not  more  than  0.2 
percent. 

/3-Naphthol,  not  more  than  0.2  per¬ 
cent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  6.0  percent. 

Oxides  of  iron  and  aluminum,  not  more 
than  1.0  percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
87.0  percent. 

§  82.1310  D&C  Red  No.  10. 

Monosodium  salt  of  2-(2-hydroxy-l- 
naphthylazo)  -  1  -  naphthalenesulfonic 
acid. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  5.0  percent. 

Ether  extracts  (isopropyl  ether),  not 
more  than  0.5  percent. 

Tobias  acid,  not  more  than  0.2  percent. 

/3-Naphth<d,  not  more  than  0.2  p«x:ent. 

Chlorides  and  sulfates  of  sodiiun,  not 
more  than  5.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
90.0  percent. 

§  82.1311  D&C  Red  No.  11. 

Calcium  salt  of  2-(2-hydroxy-l-naph- 
thylazo) -1-naphthalensulfonic  ackL  ‘ 

Vcdatile  matter  at  (135*  C.),  not  more 
than  5.0  percent. 

Ether  extracts  (isoprc^iyl  ether),  not 
more  than  0.5  percent. 

Tobias  acid,  not  more  than  0.2  percent. 

/3-Naphthol,  not  more  than  0.2  percent. 

Chlorides  and  sulfates  (as  calcium 
salts),  not  more  than  5.0  percent. 

Oxides  of  iron  and  aluminum,  not 
more  than  1.0  percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
90.0  percent. 
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§  82.1312  D&C  Red  No.  12. 

Barium  salt  of  2-(2-liydroxy-l-naph- 
thylazo)  -l-nai^thalenesulfonk  acid. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  5.0  i>ercMit. 

Ether  extracts  (isopropyl  ether),  not 
more  than  0.5  percent. 

Tobias  acid,  not  more  than  0.2  percent. 

/)-Naphthol.  not  more  than  0.2  percent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  5.0  percent. 

Oxides  of  iron  and  aluminum,  not  more 
than  1.0  percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
90.0  percent. 

§82.1313  D&C  Red  No.  13. 

Strontium  salt  of  2-(2-hydroxy-l- 
naphthylazo)  -  1  -  nairfithalenesulfonic 
acid. 

Volatile  matter  (at  135*  C.),  not  more 
than  5.0  percoit. 

Ether  extracts  (isopropyl  ether),  not 
more  than  0.5  percent. 

Tobias  acid,  not  more  than  0.2  percent. 

^-Naphthol,  not  more  than  0.2  percent. 

Chlorides  and  sulfates  (as  sodium 
salts) ,  not  more  than  5.0  percent. 

Oxides  of  inm  and  aluminum,  not 
more  than  1.0  percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
90.0  percent. 

§  82.1317  D&C  RtHl  No.  17. 

The  color  additive  •  D&C  Red  No.  17 
shall  conform  in  identity  and  specifica¬ 
tions  to  the  requirements  of  i  74.1317 
(a)(1)  and  (b)  of  this  chapter.  D&C  Red 
No.  17  is  restricted  to  use  in  externally 
applied  drugs  and  cosmetics. 

§  82.1319  D&C  Red  No.  19. 

3-Ethochloride  of  9-o-carboxyphenyl- 
6  -  dlethylamino-3-ethylimlno-3-lsoxan- 
thene. 

Volatile  matter  (at  135*  C.),  not  more 
than  5.0  percent. 

Water-insoluble  matter,  not  more  than 
1.0  percent. 

Ether  extracts  (from  acid  solution), 
not  more  than  0.5  percent. 

Diethyl-m-aminophenol,  not  more 
than  0.2  percent. 

CThlorides  and  sulfates  of  sodium,  not 
more  than  2.0  percent. 

Mixed  oxides,  not  more  than  1.0 
percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
92.0  percent. 

§82.1321  D&C  Rod  No.  21. 

2,4,5,7-Tetrabromo-3.6-fluorandiol. 

Volatile  matter  (at  135*  C.),  not  more 
than  6.0  percent. 

Insoluble  matter  (alkaline  solution), 
not  more  than  1.0  percent. 

Either  extracts  (frcHn  alkaline  solu¬ 
tion)  ,  not  more  than  0.5*percent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  2.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Free  bromine,  not  more  than  0.02 
percent. 
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^  Permitted  range  ot  wganlcaPy  eom- 
bined  tx-mnlne  in  pure  dye,  47,5-61^ 
percent. 

Pure  dye  (as  determined  graTlmetri- 
cally),  not  less  than  93.0  percent. 

§  82.1322  D&C  Red  No.  22. 

Disodium  salt  of  2.4,5.7-tetrabromo-9- 
o-carboxyphenyl-6-hydroxy  -  3  -  isoxan- 
thone. 

VolatOe  matter  (at  135*  C.),  not  more 
than  10.0  percoit. 

Water-insoluble  matter,  not  more  than 
1.0  percent. 

Ether  extracts,  not  more  than  0.5  per¬ 
cent. 

Cililorides  and  sulfates  of  sodium,  not 
more  than  5.0  percent. 

Mixed  oxides,  not  more  than  1.0  p>er- 
cent. 

FYee  bromine,  not  more  than  0.02  per¬ 
cent. 

Permitted  range  of  organically  com¬ 
bined  bromine  in  pure  dye,  44.5-48.5  per¬ 
cent. 

Pure  dye  (as  determined  gravimetri- 
ctdly),  iK>t  less  than  85.0  percent. 

§  82.1327  D&C  Red  No.  27. 

2,4,5,7-Tetrabromo  -  12,13,14, 15-tetra- 
chloro-3,6-fluorandiol. 

Volatile  matter  (at  135'  C.) ,  not  more 
than  5.0  i>ercent. 

Insoluble  matter  (alkaline  solution), 
not  more  than  1.0  percent. 

Ether  extracts  (fitmi  alkaline  solu¬ 
tion)  ,  not  more  than  0.5  i)ercent. 

Sodiiun  chloride,  not  more  than  3.0 
percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Free  halogens,  not  more  than  0.02  pjer- 
cent. 

Permitted  range  of  organically  com¬ 
bined  bromine  in  pure  dye.  38.5-42.5  i>er- 
cent. 

Permitted  range  of  organically  com¬ 
bined  chlorine  in  pure  dye,  16.0-19.0  per¬ 
cent. 

Pure  dye  (as  determined  gravimetri- 
cally,  not  less  than  90.0  p)ercent. 

§  82.1328  D&€  Red  No.  28. 

Disodium  salt  of  2.4.5,7-tetrabromo-9- 
(3,4,5,6  -  tetrachloro-o-carboxyphoiyl)  - 
6-hydroxy-3-lsoxanthone. 

Volatile  matter  (at  135*  C.) .  not  more 
than  10.0  percent. 

Water-insoluble  matter,  not  more 
than  1.0  percent. 

Ether  extracts,  not  more  than  0.5  i)er- 
cent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  5.0  i)ercent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

FYee  halogens,  not  more  than  0.02  i)er- 
cmt. 

Permitted  range  of  organically  com¬ 
bined  bromine  In  pure  dye  36.5-40.5  per¬ 
cent. 

Pomltted  range  of  organically  com¬ 
bined  chlorine  In  pure  dye,  16.0-18.0  per¬ 
cent. 

Pure  dye  (as  determined  gravlmetri- 
cally).  not  lees  than  85.0  percent. 
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1  82.1330  DAC  Red  IW.  SO. 
5,5'-Dlchloro-3,3'  -  dlmetfayl  -  thloln- 

dlgo. 

Volatile  matter  (at  135*  C.),  not  more 
than  5.0  percent 

Matter  Insoluble  In  xylene,  not  more 
than  1.0  percent 

Sodium  chl(Hide,  not  more  than  3.0 
piercent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Pure  dje  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
90.0  pjercent. 

§82.1331  D&CRedNo.  31. 

The  color  additive  D&C  Red  No.  31 
shall  conform  in  identity  and  spieclfica- 
tions  to  the  requirements  of  9  74.1331  (a) 
(1)  and’(b)  of  this  chapter.  D&C  Red  No. 
31  is  restricted  to  use  in  externally  ap¬ 
plied  drugs  and  cosmetics. 

§  82.1333  D&C  Red  No.  33. 

Disodium  salt  oi  8-amino-2-phenyl- 
azo-l-naphthol-3,6-dlsulfonic  acid. 

Volatile  matter  (at  135*  C.),  not  more 
than  6.0  percent. 

Water-insoluble  matter,  not  more  than 
1.0i>ercent. 

Ether  extracts,  not  more  than  0.5 
percent. 

Aniline,  not  more  than  0.2  percent. 
Chlorides  and  sulfates  of  sodium,  not 
more  than  10.0  p)ercent 
Mixed  oxides,  not  more  than  1.0 
percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
82.0  p>ercent, 

§  82.1334  D&C  Red  No.  34. 

CJalciiun  salt  of  3-hydroxy-4-t  (1-sulfo- 

2  -  naphthalenyDazol  -  2-naphthalene- 
carboxylic  acid. 

Sum  of  volatile  matter  (at  135*  C)  and 
.  chlorides  and  sulfates  (calculated  as  so¬ 
dium  salts),  not  more  than  15  piercent. 

2- Amino-l-naphthalensulfonlc  acid, 
calcium  salt,  not  more  than  0.2  percent. 

3- Hydroxy-2-naphtholc  acid,  not  more 
than  0.4  percent. 

Subsidiary  colors,  not  more  than  4  pjer- 
cent. 

Total  color  not  less  than  85  i)ercent. 

§  82.1336  D&C  Red  No.  36. 

1  -  (o  -  CiJhloro  -  p  -  nltrophenylazo  -  2-  . 
naphthol. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  5.0  i)ercent. 

Sulfat^  ash,  not  more  than  1.0 
I)ercent 

Matter  insoluble  in  toluene,  not  more 
than  1.0  i>ercent. 

o-Chloro-p-nltroaniline,  not  more  than 
0.2  percent. 

/S-Naphthol,  not  more  than  0.2  ];)ercent. 
Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) .  not  less  than 
90.0  i)ercent 

5  82.1337  D&C  Red  No.  37. 

3-Btho6tearate  of  9-o-carboxyphenyl- 

6  -  dlethylamlno-3-e^yllmlno-3-lsoxan- 
thene. 


Volatile  matter  (at  80*  C.),  not  more 
than  2.0  percent. 

Solfated  aeh,  not  more  than  3.0 
percent. 

Matter  insoluble  In  benzene,  not  more 
than  0.5  percent. 

Diethyl-m-amin<H>hraol,  not  more 
than  0.2  p>ercent. 

Stearic  acid  (not  part  of  the  dye) ,  not 
more  than  50.0  percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
50.0  percent. 

§82.1602  D&C  Violet  No.  2. 

The  color  additive  DhC  Violet  No.  2 
shall  conform  in  Identity  and  spiecifica- 
tions  to  the  requirements  of  9  74.1602  Ca) 
(1)  and  (b)  of  this  chapter. 

§  82.1707  D&C  YeUow  No.  7. 

The  color  additive  DftC  YeUow  No.  7 
shall  conform  in  Identity  and  6i)ecifica- 
tions  to  the  requirements  of  9  74.1707(a) 
(1)  and  (b)  of  this  chapter.  D&C  Yel¬ 
low  No.  7  is  restricted  to  use  in  externally 
applied  drugs  and  cosmetics. 

§  82. 1 708  D&C  YeUow  No.  8 

The  color  additive  DliC  Yellow  No.  8 
shall  conform  in  identity  and  sp>eciflca- 
timis  to  the  requirements  of  9  74.1707 
(a)(1)  and  (b)  of  this  chapter.  D&C 
Yellow  No.  8  is  restricted  to  use  in  ex¬ 
ternally  applied  drugs  and  cosmetics. 

§  82.1 710  D&C  Yellow  No.  10. 

Disodimn  salt  of  disulfonic  acid  of  2- 
(2-quinolyl)  -1,3-indandiane. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  10.0  percent. 

Water-insoluble  matter,  not  more  them 
1.0  pjercent. 

Ether  extracts,  not  more  than  0.5  pjer- 
cent. 

Quinaldine,  not  more  than  0.2  piercent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  6.0  picrcent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Pure  dye  (as  calculated  from  organ¬ 
ically  combined  nitrogen) .  not  less  than 
82.0  pjercent. 

Subpart  D — Externally  Applied  Drugs  and 
Oismetics 

§  82.2030  General. 

A  batch  of  a  straight  color  listed  in 
this  subp)art  may  be  certified,  in  accord¬ 
ance  with  the  provisions  of  this  p>art,  for 
use  in  externally  applied  drugs  and  cos¬ 
metics.  if  such  bat^  conforms  to  the 
requirements  of  9  82.5  and  to  the  specifi¬ 
cations  set  forth  in  this  subpart  for  such 
colm*. 

§  82.2051  Lakes  (Ext.  D&C). 

(a)(1)  General.  Any  lake  made  by 
extending  on  a  substratum  of  alumina, 
blanc  fixe,  gloss  white,  day,  titanium 
dioxide,  line  oxide,  talc,  rosin,  aluminum 
benaoate,  calcium  carbonate,  or  on  any 
ccxnbination  of  two  or  more  of  these  (1) 
<Hie  of  the  straight  colmv  hereinbefore 
listed  in  this  subpmrt.  which  color  is  a 
salt  in  which  Is  combined  the  basic  radi- 
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cal  sodium,  potassium,  barium,  or  cal¬ 
cium;  or  (U)  a  salt  prepared  from  one  of 
the  straight  colors  hereinbefore  listed  in 
this  subpart  by  combining  such  ccdor 
with  the  basic  radical  sodium,  potassliun, 
aluminum,  barium,  calcium,  strontium, 
or  zirconium. 

(2)  Specifications. 

Ether  extracts,  not  more  than  0.5  per¬ 
cent. 

Soluble  chlorides  and  sulfates  (as 
sodium  salts) ,  not  more  than  3.0  percent. 

Intermediates,  not  more  than  0.2  per¬ 
cent. 

(b)  Each  lake  made  as  prescribed  in 
paragraph  (a)  of  this  section  shall  be 
considered  to  be  a  straight  color  and  to 
be  listed  therein  imder  the  name  which 
is  formed  as  follows: 

(1)  nie  listed  name  of  the  color  from 
which  the  lake  is  prepared; 

(2)  The  name  of  the  basic  radical 
combined  in  such  color;  and 

(3)  The  word  “Lake.” 

(For  example,  the  name  of  a  lake  pre¬ 
pared  by  extending  the  color  Ext.  D<tC 
Yellow  No.  2  upon  a  substratum  is  “Ext. 
O&C  Yellow  No.  2 — Calcium  Lake,”  and 
a  lake  prepared  by  extending  the  barium 
salt  prepared  from  Ext.  D&C  Red  No.  2 
upon  the  substratum  is  “Ext.  D&C  Red 
No.  2 — Barium  Lake.”) 

§  82.2201  Ext.  DAC  Green  No.  1 . 

Ferric  salt  of  6-80dlumsulfo-l-isoni- 
troso- 1 ,2-naphthoquinone. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  10.0  percent. 

Ether  extracts,  not  more  than  0.5 
percent. 

Water-insoluble  matter,  not  more  than 
1.0  percent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  5.0  percent. 

Pure  dye  (as  determined  by  titration 
with  titanium  trichloride) ,  not  less  than 
85.0  percent. 

§  82.2701a  Ext.  D&C  Yellow  No.  1. 

Monosodium  salt  of  4-7n-sulfophenyl- 
azo-diphenylamlne. 

Volatile  matter  (at  135*  C.) ,  not  more 
than  lO'.O  percent. 

Water- insoluble  matter,  not  more  than 
1.0  percent. 

Chloroform -soluble  matter,  not  more 
than  0.5  percent. 

Diphenylamine,  not  more  than  0.2  per¬ 
cent. 

Chlorides  and  sulfates  of  sodium,  not 
more  than  7.0  percent. 

Mixed  oxides,  not  more  than  1.0  per¬ 
cent. 

Pure  dye  (as  determined  by  titration 
with  tltaniiun  trichloride) ,  not  less  than 
85.0  percent. 

§  82.2707a  Ext.  D&C  Yellow  No.  7. 

The  color  additive  Ext.  D&C  Yellow  No. 
7  shall  conform  in  identity  with  speci- 
flcatlmis  to  the  requirements  (rf 
§  74.1707a  (a)  (1)  and  (b)  of  this  chap¬ 
ter.  Ext.  DfcC  Yellow  No.  7  is  restricted  to 
use  in  externally  applied  drugs  and  cos- 
metlca. 

[ra  Doc.77-7949  Piled  S-2l-77;8:4«  am] 


(Docket  No.  77N-003a] 

RECODIFICATION  EDITORIAL 
AMENDMENTS 

The  Food  and  Drug  Administration  is 
in  the  process  of  recodifying  all  of  Chap¬ 
ter  I  of  TlUe  21  of  the  Code  of  Federal 
Regulations,  for  the  purposes  of  provid¬ 
ing  orderly  development  of  such  regula¬ 
tions,  furnishing  ample  room  for  expan¬ 
sion  in  the  years  ahead,  and  providing 
the  public  and  affected  industries  with 
regulations  that  are  easy  to  find,  read, 
and  understand. 

The  17th  and  final  document  in  a  se¬ 
ries  of  recodification  documents,  which 
reorganizes  and  recodifies  existing  Parts 
1  through  9  and  transfers  S  200.18  from 
Subchapter  C  to  reorganized  Subchap¬ 
ter  A.  Parts  1  through  99.  is  published 
elsewhere  in  this  issue  of  the  Fbder.^l 
Register. 

To  provide  uniformity  and  continuity 
during  the  recodification.  the  Commis¬ 
sioner  concludes  that  the  references  to 
the  recodified  material  should  be 
amended  at  this  time. 

Due  to  the  comi^exity  and  volume  of 
cross-references  invidved  In  the  recodi¬ 
fication  of  these  regulations,  If  neces¬ 
sary,  supplemental  documents  will  be  is¬ 
sued  at  a  later  date. 

Therefore,  Chapter  I  of  Title  21  of  the 
Code  of  Federal  Regulations  is  amended 
as  follows: 

SUBCHAPTER  B — FOOD  FOR  HUMAN 
CONSUMPTION 

PART  101— FOOD  LABELING 
§  101.2  [.Amended] 

1.  Section  101.2  is  amended  as  follows: 

a.  In  paragraph  (e)  (4)  (11)  (a)  by 
changing  the  reference  “i  l.lc(a)  (5) 
(il)”  to  read  “§  1.24(a)  (5)  (11)  of  this 
chapter”. 

b.  In  paragraph  (c)  (4)  (11)  (b)  (2)  by 
changing  the  reference  “i  l.le(a)  (5) 
(U)”  to  read  “S  1.24(a)  (5)  (11)  of  this 
chapter”. 

c.  In  paragraph  (f)  by  changing  the 
reference  “Part  2”  to  read  “Part  10”. 

§  101.103  [Amended] 

2.  Section  101.103  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  101.103  [Amended] 

3.  Section  101.105(s)  is  amended  by 
changing  the  reference  “S  1.1c (a)  (10) 
and  (11)”  to  read  “S  1.24(a)  (10)  and 
(11)  of  this  chapter”. 


PART  102— COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  FOODS 

§  102.19  [Amended] 

4.  Section  102.19  is  amended  as  fol¬ 
lows: 

a.  In  paragraph  (a)  by' changing  the 
reference  ‘^»art  2”  to  read  “Part  10”. 

b.  In  paragraph  (b)  by  changing  the 
reference  “Part  2”  to  read  “Part  10”. 


PART  103— QUALITY  STANDARDS  FOR 
FOODS  WITH  NO  IDENTITY  STANDARDS 

§  103.5  [.Amended] 

5.  Section  103.5(e)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 


PART  104 — NUTRITIONAL  QUALITY 
GUIDELINES  FOR  FOODS 

§  101.19  [Amended] 

6.  Section  104.19  is  amended  by  chang¬ 
ing  the  reference  “Part  2”  to  read  “Part 
10”. 


PART  105 — FOOD  FOR  SPECIAL  DIETARY 
USE 

§  103.83  [Amended] 

7.  Section  105.85(a>  (5)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 


PART  108— EMERGENCY  PERMIT 
CONTROL 

§  108.19  [.Amended] 

8.  Section  108.19(a)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  108.33  [.Amended] 

9.  Section  108.35(1)  is  amended  by 

changing  the  references  “5  4.81”  and 
“§  4.61”  to  read  “§  20.81”  and  “5  20.61,” 
resjjectivelj’.  * 

PART  130— FOOD  STANDARDS:  GENERAL 
§  130.3  [Amended] 

10.  Section  130.5(a)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  130.17  [.Amended] 

11.  Section  130.17 (k)  is  amended  by 
changing  the  reference  “Part  4”  to  read 
“Part  20”. 


PART  158— FROZEN  VEGETABLES 
§  138.170  [Amended] 

12.  Section  158.170(a)(1)  is  amended 
by  changing  the  reference  “§  l.Hb)”  to 
read  “§  1.20”. 


PART  170 — FOOD  ADDITIVES 
§  170.15  [.Amended] 

13.  Section  170.15(b)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  170.33  [.Amended] 

14.  Section  170.35(c)  (1)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  170.38  [Amended] 

15.  Section  170.38(b)  (1)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 
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PART  171— FOOD  ADDITIVE  PETITIONS 

§  171.1  [Amended] 

16.  Section  171.1  is  amended  as  follows: 

a.  In  paragraph  (c).  Form,  item  H.  by 
changing  the  reference  “5  6.1”  to  read 
”§  25.1". 

b.  In  paragraph  (h)  (1)  (il)  by  chang¬ 
ing  the  reference  “5  4.61”  to  read 

“§  20.61”. 

c.  In  paragraph  (h)  (1)  (Iv)  by  chang¬ 
ing  the  reference  “§  4.61”  to  read 

"5  20.61”. 

d.  In  paragraph  (h)(1)  (v)  by  chang¬ 
ing  the  reference  ”§  4.61”  to  read 

”§  20.61”. 

e.  In  paragraph  (h)(2)  by  changing 
the  reference.s  “§  4.81”  and  “§  4.61”  to 
read  “§  20.81”  and  “§  20.61,”  respectively. 

f.  In  paragraph  (h)  (3)  by  changing 
the  reference  “Part  4”  to  read  “Part  20”. 

§  171.6  [Amended] 

17.  Section  171.6  is  amended  by  chang¬ 
ing  the  reference  “§  6.1”  to  read  “5  25.1". 

§171.110  [Amended] 

18.  Section  171.110  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  12”. 

§  171.130  [.Amended] 

19.  Section  171.130(a)  is  amended  by 
changing  the  reference  “Part  2"  to  read 
“Part  10”. 


PART  175 — INDIRECT  FOOD  ADDITIVES: 
ADHESIVE  COATINGS  AND  COMPONENTS 

§  175.125  [Amended] 

20.  Section  175.125(a)  (3)  is  amended 
by  changing  the  reference  “Part  8”  to 
read  “Parts  73  and  74”. 


PART  180— INTERIM  FOOD  ADDITIVES 
PERMITTED  IN  FOOD  ON  AN  INTERIM 
BASIS  OR  IN  CONTACT  WITH  FOOD 
PENDING  ADDITIONAL  STUDY 

§  180.1  [.Amended] 

21.  Section  180.1(c)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 


SUBCHAPTER  C — DRUGS:  GENERAL 

PART  201— LABELING 
§  201.100  [Amended] 

22.  SecUon  201.100(b)  (5)  (11)  Is 
amended  by  changing  the  reference 
"Part  8”  to  read  “Subchapter  A”. 

§  201.105  [Amended] 

23.  Section  *  201.105(b)  (5)  (U)  Is 
amended  by  changing  the  reference 
“Part  8”  to  read  “Subchapter  A”. 


PART  202— PRESCRIPTION  DRUG 
ADVERTISING 

§  202.1  [Amended] 

24.  Section  202.1  (J)  (5)  Is  amended  by 
changing  the  reference  “Subpart  F  of 
Part  2”  to  read  “Part  16”. 


SUBCHAPTER  D— DRUGS  FDR  HUMAN  USE 

PART  310— NEW  DRUGS 
§  310.101  [Ammded] 

25.  Section  310.101(a)  Is  amended  by 
changing  the  references  “18.502(d)”, 
“§  8.501(a)”,  “5  8.510(c)"  and  “§8.503” 
to  read  "§  81.10(d)  ”,  “5  81.1(a)  ”,  “5  81.30 
(c)  ”  and  “§  81.25,”  respectively. 

§  310.200  [Amended] 

26.  Section  310.200(b)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  310.303  [Aniended] 

27.  Section  310.303(b)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
"Part  10”. 


PART  312 — NEW  DRUGS  FOR 
INVESTIGATIONAL  USE 

§312.1  [Amended] 

28.  Section  312.1  is  amended  as  follows: 

a.  In  paragraph  (a)(2).  Form  FD- 
1571,  item  15,  by  changing  the  reference 
“5  6.1”  to  read  “5  25.1”. 

b.  In  paragraph  (c)(1)  by  changing 
the  reference  “Subpart  F  of  Part  2”  to 
read  “Part  16”. 

c.  In  paragraph  (c)(4)  by  changing 
the  reference  “Subpart  F  of  Part  2”  to 
read  “Part  16”. 

d.  In  paragraph  (d)(ll)  by  changing 
the  reference  “Subpart  P  of  Part  2”  to 
read  “Part  16”. 

§.312.9  [Am<'ndod] 

29.  Section  312.9(c)(2)  is  amended  by 
changing  the  reference  “Subpart  F  of 
Part  2”  to  read  “Part  16”. 


PART  314— NEW  DRUG  APPLICATIONS 
§  314.1  [Amended] 

30.  Section  314.1  is  amended  as 
■follows : 

a.  In  paragraph  (c)(2).  Form  PD- 
356H,  item  15,  by  changing  the  refer¬ 
ence  “5  6.1”  to  read  “§  25.1", 

b.  In  paragraph  (f)  (6)  by  changing 
the  reference  “§  6.1”  to  read  “§  25.1”. 

§  314.8  [.Amended] 

31.  Section  314.8(a)(1)  is  amended 
by  changing  the  reference  “5  6.1”  to  read 
“§  25.1”. 

§314.11  [Amended] 

32.  Section  314.11(b)  Is  amended'by 
changing  the  reference  ‘Tart  4”  to  read 
“Part  20”. 

§  314.14  [Amended] 

33.  Section  314.14  Is  amended  as 
follows: 

a.  In  paragraph  <e)  (1)  by  changing 
the  reference  “I  4.81”  to  read  “I  20.81". 

b.  In  paragraph  (e)(3)  by  changing 
the  reference  “5  4.61”  to  read  “5  30.61”. 

c.  In  paragraph  (e)(5)  hg  changing 
the  reference  "5  4.81”  to  read  “5  20.81”. 

d.  In  paragraph  (e)(6)  by  changing 
the  reference  "5  4.61”  to  read  “5  20.61”. 


e.  In  paragraph  (e)  (7)  by  changing 
the  reference  Tart  4”  to  read  “Part  20”. 

f.  In  paragraph  (g)  by  changing  the 
reference  “5  4.81”  and  “5  4.81”  to  read 
“5  20.81”  and  “5  20.61."  respectively. 

g.  In  paragraph  (h)  by  changing  the 
reference  “5  4.117”  to  read  “5  20.117”. 

§  314.110  [Amended] 

34.  Section~314. 110(a)  (8)  is  amended 
by  changing  the  reference  “5  6.1”  to  read 
“5  25.1”. 

§  314.111  [Amended] 

35.  Section  314.111(a)(7)  is  amended 
by  changing  the  reference  “5  6.1”  to  read 
“5  25.1”. 

§  314.201  [  Amiiided] 

36.  Section  314.201  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Parts  10  through  16”. 


PART  320 — BIOAVAILABIUTY  AND 
BIOEQUIVALENCE  REQUIREMENT 

§  320.51  [.Amended] 

37.  Section  320.51(b)  is  amended  by 
changing  the  references  “5§  2.5  end  2.7” 
to  read  “§§  10.20  and  10.30”. 

§  32C.59  [Amended] 

38.  Section  320.59  is  amended  as 
follows : 

a.  In  p.'iragraph  (a)  by  changing  the 
reference  “§  4.61”  to  read  “5  20.61”. 

b.  In  paragraph  (c)  by  changing  the 
reference  “S  4.61”  to  read  “§  20.61”. 


PART  330— OVER-THE-COUNTER  (OTC) 
HUMAN  DRUGS  WHICH  ARE  GEN¬ 
ERALLY  RECOGNIZED  AS  SAFE  AND 
EFFECTIVE  AND  NOT  MISBRANDED 

§  330.1  [  Amended] 

39.  Section  330.1(e)  is  amended  by 
changing  the  reference  "Parts  8  and  9” 
to  read  “Subchapter  A”. 


PART  361— PRESCRIPTION  DRUGS  FOR 
HUMAN  USE  GENERALLY  RECOGNIZED 
AS  SAFE  AND  EFFECTIVE  AND  NOT 
MISBRANDED:  DRUGS  USED  IN  RE¬ 
SEARCH 

§  361.1  [Amended] 

40.  Section  361.1(c)(3)  is  amended  by 
changing  the  reference  “21  CFR  4.61” 
and  “5  4.61”  to  read  ”21  CFR  20.61”  and 
“5  20.61,”  respectively. 


PART  429— DRUGS  COMPOSED  WHOLLY 
OR  PARTLY  OF  INSUUN 

§  429.50  [Amended] 

-  41.  Sectl<m  429.50  Is  amended  by 
changing  the  reference  “Subpart  F  of 
Part  2”  to  read  ‘Tart  16”. 

PART  430— ANTIBIOTIC  DRUGS: 
GENERAL 

§  430.20  [Amended] 

42.  Sectl(m  430.20  Is  amended  as 
follows: 
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a.  In  paragraph  (a)  by  changing  th« 
reference  “Part  2"  to  read  "Part  10". 

b.  In  paragraph  (b)(2)  by  changing 
the  reference  “§5  2.10(e)  and  2.110(e) 
(2)”  to  read  “S§  10.40(e)  and  12.5(c) 
(2)”. 

c.  In  paragraph  (b)  (8)  (v)  by  chang> 
ing  the  reference  “Part  2”  to  read  “Part 
12”. 

d.  In  paragraph  (c)  by  changing  the 
reference  "Part  2“  in  both  places  to  read 
“Part  10”. 


PART  431— CERTIFICATION  OF 
ANTIBIOTIC  DRUGS 

§431.17  [Amended] 

43.  Section  431.17(1)  is  amended  by 
changing  the  reference  “5  6.1”  to  read 
"8  25.1". 

§  431.52  [Amended] 

44.  Section  431.52  is  amended  by 
changing  the  reference  “Subpart  F  of 
Part  2”  to  read  "Part  16”. 

§  431.71  [Amended] 

45.  Section  431.71  is  amended  as  fol¬ 
lows: 

a.  In  paragraph  (e)  (2)  by  changing 
the  reference  “8  4.61”  to  read  “8  20.81”. 

b.  In  paragraph  (e)  (4)  by  changing 
the  reference  “8  4.81”  to  read  “8  20.81”. 

c.  In  paragrai^  (e)(5)  by  changing 
the  reference  “8  4.61”  to  read  “8  20.61”. 

d.  In  paragraph  (e)  (6)  by  changing 
the  reference  “Part  4”  to  read  “Part  20”. 

e.  In  paragraph  (f)  by  changing  the 
reference  “8  4.81”  and  “8  4.61”  to  read 
“8  20.81”  and  “8  20.61,”  respectively. 


PART  433— EXEMPTIONS  FROM  ANTI¬ 
BIOTIC  CERTIFICATION  AND  LABELING 
REQUIREMENTS 

§  433.2  [.Amended] 

46.  Section  433.2(d)  is  amended  by 
changing  the  referoice  “Subpart  F  of 
Part  2”  to  read  "Part  16”. 

§  433.12  [Amended] 

47.  Section  433.12(b)  (5)  is  amended 
by  changing  the  reference  “Subpart  P  of 
Part  2”  to  read  “Part  16". 

§  433.13  [Amended] 

48.  Section  433.13(b)(3)  is  amended 
by  changing  the  reference  “Subpart  F  of 
Part  2”  to  read  “Part  16”. 

§  433.14  [Amended] 

49.  Section  433.14(b)  (2)  is  amended 
by  changing  the  reference  “Subpart  P  of 
Part  2”  to  read  “Part  16”. 

§  433.15  [.Amended] 

50.  Section  433.15(b)  (3)  is  amended 
by  changing  the  reference  “Subpart  P  of 
Part  2”  to  read  “Part  16”. 

§  433.16  [  Amended] 

51.  Section  433.16(b)  (3)  Is  amended 
by  changing  the  reference  “Subpart  F  of 
Part  2”  to  read  ‘Tart  16”. 


RULES  AND  REGULATIONS 

SUBCHAPTER  E-^ANIMAL  DRUGS.  FEEDS,  AND 
RELATED  PRODUCTS 

PART  501— ANIMAL  FOOD  LABEUNG 
§  501.2  [  Amended] 

52.  Sectlcm  501.2(f)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  501.22  [Amended] 

53.  Section  501.22(a)  (4)  is  amended  by 
changing  the  reference  “8  8.1(f)  ”  to  read 
“8  70.3(f)”. 

§  501.103  [Anieniled] 

54.  Section  501.103  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 


PART  503— COMMON  OR  USUAL  NAMES 
FOR  NONSTANDARDIZED  ANIMAL  FOODS 

§  503.22  [.Amended] 

55.  Section  503.22  is  amended  as  fol¬ 
lows: 

a.  In  paragraj^  (a)  by  changing  the 
reference  “Part  2”  to  read  “Part  10”. 

b.  In  paragraph  (b)  by  changing  the 
reference  “Part  2”  to  read  “Part  10”. 


PART  508— EMERGENCY  PERMIT 
CONTROL 

§  508.19  [Amended] 

56.  Section  508.19(a)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  508.35  [.Amended] 

57.  Section  508.35(1)  is  amended  by 
changing  the  references  “8  4.81”  and 
“8  4.61”  to  read  “8  20.81”  and  "8  20.61”, 
respectively. 


PART  511— NEW  ANIMAL  DRUGS  FOR 
INVESTIGATIONAL  USE 

§  511.1  [Amended] 

58.  Sectlcm  511.1  is  amended  as  fol¬ 
lows: 

a.  In  pej*agrsu>h  (b)  (5)  by  changing 
the  reference  “Subpart  F  of  Part  2”  to 
read  “Part  16”. 

b.  In  paragraph  (b)(10)  by  changing 
the  reference  “8  6.1”  to  read  “8  25.1”. 

c.  In  paragraiA  (c)(1)  by  changing 
the  reference  “Subpart  F  of  Part  2”  to 
read  “Part  16”. 

d.  In  pcuagraph  (c)(4)  by  changing 
the  reference  “Subpart  F  of  Part  2”  to 
read  “Part  16”. 

e.  In  paragraph  (d)(2)  by  changing 
the  reference  “Subpeu't  P  of  Part  2”  to 
read  “Part  16”. 


PART  514 — NEW  ANIMAL  DRUG 
APPLICATIONS 

§  514.1  [Amended] 

59.  Sectlcm  514.1(b)  (14)  is  amended 
by  changing  the  reference  “8  6.1”  to 
read  “8  25.1”. 

§  514.8  [Amended] 

60.  Section  514.8(a)  (1)  is  amended  by 
changing  the  reference  “8  6.1”  to  read 
“8  25.1”. 
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§  514.9  [  Amended] 

61.  Section  514.9(d)  is  amended  by 
changing  the  reference  “8  6.1”  to  read 
“8  25.1”. 

§514.11  [Amended] 

62.  Section  514.11  is'  amended  as 
follows: 

a.  In  paragraph  (e)(1)  by  changing 
the  reference  “8  4.81”  to  read  “8  20.81”. 

b.  In  paragraph  (e)(3)  by  changing 
the  reference  "8  4.61”  to  read  “8  20.61”. 

c.  In  paragraph  (e)  (5)  by  changing 
the  reference  “8  4.81”  to  read  “8  20.81”. 

cL  In  paragraph  (e)  (6)  by  changing 
the  reference  “8  4.61”  to  read  “8  20.61”. 

e.  In  paragraph  (e)  (7)  by  changing 
the  reference  “Part  4”  to  read  “Part  20”. 

f.  In  paragraph  (g)  by  changing  the 
references  "8  4.81”  and  “8  4.61"  to  read 
“8  20.81”  and  “8  20.61,”  respectively. 

§  514.111  [.Amended] 

63.  Section  614.111(a)(9)  is  amended 
by  changing  the  reference  “8  6.1”  to  read 
“8  25.1”. 

§  514.201  [Amended] 

64.  Section  514.201  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  12”. 

§  514.210  [Amended] 

65.  Section  514.210  is  amended  by 
changing  the  reference  “Subpart  F  of 
Part  2”  to  read  “Part  16”. 


PART  564 — DEFINITIONS  AND 
STANDARDS  FOR  ANIMAL  FOOD 

§  564.5  [Amended] 

66.  Sectiem  564.5  is  amended  by  chang¬ 
ing  the  reference  “Part  2”  to  read  “Part 
10”. 

§  564.17  [Amended] 

67.  Section  564.17(1)  is  amended  by 
changing  the  reference  “Subpart  F  of 
Part  2”  to  read  "Part  16". 


PART  570— FOOD  ADDITIVES 
§  570.15  [Amended] 

68.  Section  570.15(b)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  570.35  [Amended] 

69.  Section  570.35(c)(1)  is  amoided 
by  changing  the  reference  “Part  2”  to 
read  “Part  10”. 

§  570.38  [Amended] 

70.  Section  570.38(b)(1)  is  amended 
by  changing  the  reference  “Part  2”  to 
read  “Part  10”. 

§  571.1  [Amended] 

71.  Section  571.1  is  amoided  as  fol¬ 
lows: 

a.  In  paragraph  (h)(1)  (11)  by  chang¬ 
ing  the  reference  “8  4.61”  to  read 

“8  20.61”. 

b.  In  paragraph  (h)(1)  (Iv)  by  chang¬ 
ing  the  reference  “8  4.61”  to  read 

“8  20.61”. 
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c.  In  paragraph  (h)(l)(v)  by  chang¬ 
ing  the  reference  *'§  4.61”  to  read 
“§  20.61”. 

d.  In  paragrwh  (h)(2)  by  changing 
the  references  “§  4.81”  and  §  4.61”  to 
read  “§  20.81”  and  §  20.61,”  respectively. 

e.  In  paragraph  (h)(3)  by  changing 
the  reference  “Part  4”  to  read  “Part  20”. 

§  571.6  [Amended] 

72.  Section  571.6  is  amended  by  chang¬ 
ing  the  reference  “5  6.1”  to  read  “§  25.1”. 

§  571.110  [Amended] 

73.  Section  571.110  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  12”. 

§  571.130  [Amended] 

74.  Section  571.130(a)  is  amended  by 
changing  the  reference  'Tart  2”  to  read 
•Part  10”. 


SUBCHAPTER  F— BIOLOGICS 

PART  601— LICENSING 
§  601.4  [Amended] 

75.  Section  601.4(b)  is  amended  by 
chimglng  the  reference  “5  2.111(b)”  to 
read  “5 12.20(b)”. 

§  601.5  [Amended] 

76.  Section  601.5(b)  is  amended  by 
changing  the  reference  “5  2.111(b)”  to 
read  “5 12.20(b) ". 

§  601.7  [Amended] 

77.  Section  601.7  is  amended  as  fol¬ 
lows: 

a.  In  paragraph  (a)  by  changing  the 
reference  “5  2.111(b)”  to  rtad  “512.20 
(b)  ”. 

b.  In  paragraph  (b)  by  changing  the 
reference  “Part  2”  to  read  “Part  12”. 

§  601.51  [Amended] 

78.  Section  601.51  i  8  amended  as 
follows: 

a.  In  paragraph  (e)  (2)  by  changing  the 
reference  “5  4.61”  to  read  “5  20.61”. 

b.  In  paragraph  (e)(4)  by  changing 
the  reference  “5  4.81”  to  read  “5  20.81”. 

c.  In  paragraph  (e)  (5)  by  changing 
the  reference  “§  4.61”  to  read  “§  20.61”. 

d.  In  paragraph  (e)(6)  by  chan^g 
the  reference  “Part  4"  to  read  "Part  20”. 

e.  In  paragraph  (e)(7)  by  changing 
the  reference  “5  4.61”  to  read  “5  20.61”. 

f.  In  paragraph  (f)  by  changing  the 
references  “5  4.81”  and  “5  4.61”  to  read 
“5  20.81”  and  “5  20.61,”  respectively. 


RULES  AND  REGUUTIONS 

SUBCHAPTER  6— COSMETICS 
PART  701— COSMETIC  LABEUNQ 
§  701.3  [Amended] 

79.  Sectl(m  701.3  Is  amended  as  foUows: 

a.  n  paragraph  (b)  the  reference  to 
“Part  2”  is  changed  to  read  “Part  10”. 

b.  In  paragraph  (e)  the  reference  to 
"Part  2”  is  changed  to  read  'Tart  10”. 

PART  720— VOLUNTARY  FILING  OF  COS¬ 
METIC  PRODUCT  INGREDIENT  AND 
COSMETIC  RAW  MATERIAL  COMPOSI¬ 
TION  STATEMENTS 

§  720.5  [Amended] 

80.  Section  720.5(c)(4)  is  amended  by 
changing  the  reference  “Part  8”  to  read 
“Subchapter  A”. 

§  720.8  [Amended] 

81.  Section  720.8  is  amended  as  follows: 

a.  In  paragraph  (a)  by  changing  the 
references  'Tart  4”,  “5  4.44”,  "5  4.111”, 
“Subpart  D  of  Part  4”,  and  “Subpart  E  of 
Part  4”  to  read  ‘Tart  20”,  "5  20.44”, 
“5  20.111”,  “Subpart  D  of  Part  20”,  and 
“Subpart  E  of  Part  20”,  respectively. 

b.  In  paragraph  (b)  by  changing  the 
references  “5  4.44”  and  “5  4.61”  to  read 
“§  20.44”  and  “5  20.61,”  respectlvdy. 


PART  730— VOLUNTARY  FILING  OF 
COSMETIC  PRODUCT  EXPERIENCES 

§  730.7  [Amended] 

82.  Section  730.7  is  amended  by  chang¬ 
ing  the  references  “Part  4”,  “5  4.111”, 
“Subpart  D  of  Part  4”  and  “Subpart  E  of 
Part  4”  to  read  “Part  20”,  “5  20.111”, 
“Sul^art  D  of  Part  20”  and  “Subpart  E 
of  Part  20,”  respectively. 


PART  740— COSMETIC  PRODUCT 
WARNING  STATEMENTS 

§  740.1  [Amended] 

83.  Section  740.1(b)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 

§  740.2  [Amended] 

84.  Section  740.2(b)  Is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 


SUBCHAPTER  H— MEDICAL  DEVICES 

PART  809— IN  VITRO  DIAGNOSTIC 
PRODUCTS  FOR  HUMAN  USE 

§  809.4  [Amended] 

85.  Section  809.4(a)  is  amended  by 
changing  the  reference  “Part  4”  to  read 
‘Tart  20”. 

§  809.30  [Amended] 

86.  Section  809.30(a)  is  amended  by 
changing  the  reference  “Part  2”  to  read 
“Part  10”. 


SUBCHAPTER  J — RADIOLOGICAL  HEALTH 

PART  1003 — NOTIFICATION  OF  DEFECTS 
OR  FAILURE  TO  COMPLY 

§  1003.11  [Amended] 

87.  Section  1003.11(a)  is  amended  by 
changing  the  reference  “Subpart  F  of  ' 
Part  2”  to  read  “Part  16”. 

§  1003.31  [Amended] 

88.  Section  1003.31(d)  is  amended  by 
changing  the  reference  “Subpart  P  of 
Part  2”  to  read  “Part  16”. 


PART  1004— REPURCHASE,  REPAIRS,  OR 
REPLACEMENT  OF  ELECTRONIC  PROD¬ 
UCTS 

§  1004.6  [Amended] 

89.  Section  1004.6  is  amended  by 
chmiglng  the  reference  “Subpart  F  of 
Part  2”  to  read  “Part  16”. 


SUBCHAPTER  L^-REGULATIONS  UNDER  CER¬ 
TAIN  OTHER  ACTS  ADMINISTERED  BY  THE 
FOOD  AND  DRUG  ADMINISTRATION 

PART  1210— REGULATIONS  UNDER  THE 
FEDERAL  IMPORT  MILK  ACT 

§  1210.30  [Amended] 

90.  Section  1210.30  is  amended  by 
changbig  the  reference  “Subpart  F  of 
Part  2”  to  read  “Part  16”. 

The  changes  being  made  are  nonsub¬ 
stantive  in  nature  and  for  this  reason 
notice  and  public  procedure  are  not  pre¬ 
requisites  to  this  promulgation. 

Effective  date.  These  amendments 
shall  be  effective  March  22, 1977. 

Dated:  March  14, 1977. 

Joseph  P.  Hilb, 
Associate  Commissioner 
for  Compliance. 
|PR  DO0.77-7D63  Piled  8-31-77;8:48  am] 
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